JIMCTOBKA



JIncroBka: HHpopMauus 3a noTpedoHTe Il

BUI'AMOKC 5 mg/ml kanku 3a o4H, pa3TBop
VIGAMOX 5 mg/ml eye drops, solution
mokcHdokcanu xuapoxiopu (moxifloxacin hydrochloride)

[IpoueTeTe BHUMATE/IHO IAJIATA JIHCTOBKA NPE/IH /12 3aI0MHeTe 1a H3M0J13BaTe TOBA JIEKAPCTBO,
Thil KATO TH CHABbPKA BaxkHa 3a Bac nudopmanus.

e 3anazere Ta3u JUCTOBKA. MOJKe J1a ce HAJIOXKH 1a s MPOYETETE OTHOBO.

e AKO MMAaTe HAKAKBH JIOMBIHUTEIHU BBIPOCH, nonuTaiTe Bauus nekap uiu ¢apmMaliiesT,

e ToBa JiekapcTBO € npeanucaHo anuHo Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To moxke j1a
MM HaBPE/HM, HE3aBUCHMO Ye MPU3HALIMTE Ha TAXHOTO 3a00/sBaHe ca ChlMTe KaTo BauuTe.

e AKO MOJYYMTE HAKAKBH HEKeJIaHHW peaklinu, yBejomere Bawus nekap win gapmauest. Tosa
BKJTIOUYBA W BCUYKM Bb3MOXKHH HEKEJIAHW PeaKLIMK, HEOTTMCAHU B Ta3H JIMCTOBKA. Brkre Touka 4.

KakBo cbabpAKa Ta3H JJHCTOBKA

Kakso npeacrasissa BUITAMOKC u 3a KakBO €€ H3110/13Ba

Kakso TpsaGBa jaa 3Haere, npejau Ja usnoassare BULAMOKC "/J O 7 J/-? J

Kak na usnonssare BUI'AMOKC ' ) - 90
Bb3MOKHU HEXKEJaHH PeaKLIuu ~ Y 4 U7 -U4- LUL
Kak na cexpanasare BUI'TAMOKC éﬂ? -
CbAbpsKaHHE HA OMAKOBKATA W JIOMbJIHUTEIHA HHpOpMaLHS

alat-aull ol el

1. Kakso npeacraBiasasa BUITAMOKC u 3a kakBO ce H310/13B2

BUI'AMOKC cbabpka akTHBHOTO BeLIeCTBO MOKCH(I0KcalMH. MOKCH(pIOKCALIMH MPUHALIEKH KbM
KJ1aC aHTMOMOTHLIM, HapedeHH (PJIyOPOXHUHOJIOHH, U3M0JI3BAaHH 3a JIeYeHHe Ha OaKTepHaJIHM MH(PEKLMH Ha
OKOTO.

BUI'AMOKC karku 3a Oud ce U3I10J13Ba 3a Jie4eHUe Ha OYHU UH(PEKIIUH (KOHIOHKTHBHT), MPUUHHEHH OT
OaKTEPHH.

2. Kakso Tpsa6Ba jaa 3uaere, npean aa uznoassare BATAMOKC

He u3nouassaiite BUT' AMOKC

®  aKO CTe ajJlepruyHu (CBPBHXUYBCTBUTEIHH) KbM MOKCH(IOKCALIMH, KbM APYTH XUHOIOHH WK KbM
HAKOS OT OCTAHAJIMTE ChCTABKH Ha TOBA JIEKapCTBO (M30pOECHHU B TOUKA 6).

[IpexynpexaeHHs H NpeanasHu MepKH
["oBopere ¢ Baiuus nekap wim gapmaiieBT:

e ako noayunte ajepruuna peakuns kbm BUI'AMOKC. AjiepruyHure peakiuMu HacTbIBaT
HEYECTO, a CJIyYauTe Ha CEPUO3HHU HEKEJAaHH PEAKIIMK Cca Pe/IKK. AKO I10JIyYUTEe alepruiHa
peakis (peakius Ha CBPbXYYBCTBUTEHOCT) WM HAKAKBa HEXeEJlaHa peaKkius, MOJIs BUAKTE
Touka 4.

e AKO HOCHTE KOHTAKTHH JICHIH, TPEYCTAHOBETE HOCEHETO HAa JICLIH, I0KATO UMATE MPHU3HALH
MJIM CUMINITOMM Ha ouHa uHdekuus. Bmecto sewn, Hocere ounna. He 3anouBante /1g HOCHUTE
BaiuTe €Ly, J0KaTO MPU3HALIMTE U CUMIITOMUTE HA MHPEKLIUATA HE OTMHHZ) “ﬂﬂ% S
npeKpaTure ynorpedara Ha 1€KapCcTBOTO.

e [loagyBaHe U CKbCBAHE HA CYXOXKHJIMS Ca HACTHIIBAJIM MPH XOpa, NpuemMaly
npe3 ycrara Wii HHTPABEHO3HO, OCOOEHO TPH MO-Bb3PaCcTHHU NALHEHTH i




e/IHOBpeMeHHO ¢ kopTukocTteporau. Cnpere ja msnonssare BUI'TAMOKC, ako nosyuure Oosika
MJIK TIO0/1yBaAHE HA CYXOKWIIMATA (TEHIHHMT).
KakTo npu Bceku aHtubuoTuk, ynorpedbara na BUI'AMOKC 3a npoibikHTETHO BpeMe MOKeE /1a

J10BE/1€ 10 JAPYIH HH(EKLIHH.

JIpyru aekapersa 1 BA'AMOKC
Tpa6sa j1a kaxkere Ha Bawiuns nekap uiam papMaleBT, ako NpHeMaTe, HaCKOpO CTE NMPUEMaIH WK €
BBH3MOKHO J1a [IPUEMaTe JPYrH JeKapceTBa, BKIIOYHTEIHO U TAKKBA, OTIyCKaHH Oe3 pelienTa.

bpemennocT, KbpMeHe H GepTHIIHTET
AKO cTe GpeMeHHa Wi KbpPMHTE, CMATaTe, 4e MOJKe J1a CTe OpeMeHHa WiIM TlaHupaTe OpeMeHHOCT,
nochbBeTBaiiTe ce ¢ Bauusg nekap wiau gapmauesT npeau ynorpedara Ha TOBA JIEKapCTBO.

[llopupane u padora ¢ MAIIHHH
Bb3MOKHO € /1a YCTAHOBUTE KPAaTKOTPAHHO 3aMbI/IABAHE HA 3PEHUETO HEMOCPEACTBEHO CIE/I U3M0JI13BaAHE
na BUTAMOKC. He wodupaiite u He paboTere ¢ MallIMHK, 10KATO 3peHHETO BH He ce NpOsICHH.

3 Kak na mznosssare BUI'AMOKC

Bunaru u3nosi3BaiTe TOBa JIEKapcTBO TOYHO KakTo By e kaszan Bawuar nexap uiam papmauest. AKO He
CTEe CMIYPHM B HElllo, nonuraiite Baiuuns nekap win gapmaiesr.

[IpenopbunTeIHATA 1032 € ...

Bb3pacTHH, BKIIOYHTE/IHO H B HANPE/IHAIA BH3PACT, H Iena: ] Kanka B 3aCErHaToTo OKO WK O4M,
3 nbTH AHEBHO (CYTPHH, clie00e/1 U Beuep).

BUI'AMOKC moxe aa ce W3IoJi3Ba Mpu Jella, rNpyv naiyeHTH Ha/l 65-ro/IMiiiHa Bb3pacT U NpH MalHeHTH
¢ yepHOoApoOHH nau 6uOpeutn npodiaemu. ChilecTBYBa MHOTO OrpaHHYeHa HH(OPMALIUS OTHOCHO
yrnotpebaTa Ha TOBA JIEKAPCTBO MPU HOBOPOJIEHH, MOPaiH KOETO HEroBara yrnorpeda npu HOBOPOIEHH He
ce npenopbuBa.

Usnonssaiite BUTAMOKC u B 1BeTe oun caMo, ako Taka Bu e kazan Bawudar nekap. M3nosnsBanre
BUI'AMOKC camo 3a HakanBaHe BbB Baluure oum.

UndekuusTa 0OMKHOBEHO OTcabBa 10 5 1HU. AKO He ce HalJo1aBa no00peHHe, cebprkeTe ce ¢ Balus
nekap. M3non3gaiite kankure oute 2-3 THU WIIH TOJKOBA AbJIr0, KOJAKOTO Bu e npeanucan Bawmsat siekap.

Bzemere 6ytunkata ¢ BUI'AMOKC u 3actanere npea oriieaano.
U3muiiTe pbuere CH.

OTBbpTETE Karna4ikara.

Cren cBasisHE HA Kanaykara, ako Nnpeana3HUsaT NPbCTEH € pa3xJiadeH, MaxH
U3M0JI13BaTe MPOAYKTA.

JlpbkTe OyTHIIKaTa, HACOUYEHA HAJ10J1y, MEX1Y NaJjiela U MPbCTUTE.

® Haknonere riiaBara Hazajl. Pa3TBopere kiiernaya ¢ YMCT NpbCT, Taka 4e /1a
Mex1y Hero M okoto. Karnkara uie norajiHe MMEHHO Ha TOBa MSACTO (HTy




. [Tpu6amkeTe annuMkaTopa-kankomep Ha OyTHikara 6,30 10 okoTo. M3non3eakire ornenanoTo, ako
ToBa Bu ynecHsBa.

. He goxocBaiiTe 0K0TO, KJICNAYHTE, 3200MKAIANIATA T'H IJIOU] HJIH APYTH NOBBPXHOCTH €
BbLPXA HA aANIHKATOpa-Kankomep. MiMa onacHOCT OT 3aMBPCABAHE HA KaMKHTE.

o BuuMaTeNHO HATHCHETE OCHOBATa Ha OyTHKaTa, 3a Aa u3nycHe eaHa kanka BUTAMOKC
(purypa 2).

° Cnen kato nocraeutre BUTAMOKC, 3zatBopeTe kena4a 1 HATHCHETE € MPBCT OKOTO, B bIBIYETO

Npy Hoca, Y 33pbKTe Taka 3a 2-3 MuHyTH (Ppurypa 3). Tosa we nonpeuu Ha BUI'AMOKC na
NPEMHHE KbM JPYr'd 4acTH Ha TANOTO, M € U3KJIIOYMTETHO BAXKHO Aa CE CNa3pa MpU MaJIKH AeLa.

. Ako TpaGBa Aa U3MON3BATE KAMKUTE U 32 ABETE OUH, MOBTOPETE BCHYKH MPEAXOJHH CTHIKH ¥ €
APYroTo 0KO, KATO BHHMATE/IHO W3MHeTE PblleTe CH NpPeaH Aa 3anouneTe. ToBa Lie NTOMOrHe 3a
NpeJOTBPATABAHE HA €BEHTYAIHO NPEHACAHE HA MHPEKLIUATA OT €JHOTO KBbM JIPYroTO OKO.

. 3aTBopeTe nobpe GyTuiKara BeHara ciel ynorpeoba,
AKO KANKaTa He MONAJAHE B 0KOTO, OIIUTANUTE OTHORO.

AKO CTe H31o13Ba1H noseye ot neodxoaumara 303a BUI'AMOKC, He3a0aBHO U3IJIAKHETE C TOIJIA
soaa. He nocTapsiiTe NOBeUE KankH, ZOKaTo He N0#HIe BpeMeTo 3a caejBaliata oO1yakHa 103a.

Axo caydaiino norsanere BATAMOKC, nocneetsaiite ce ¢ Bamua nexap wnu gapmanesT.

AKo cTe nponycuain aa minoassate BATAMOKC, npoavmkere cue cieABailiata o3a no Bamara
obuuaiina cxeMma. He n3nonspaite npoiHa 1034, 3a 4@ KOMIMEHCHPATE NpOIlyCHaTaTa 1034a.

AKO M3M03BaTe H APYTH KANKH 32 04H, U34aKaHTE NMOHE 5 MHHYTH MEXJly NOCTABAHETO HA
BUTAMOKC n gpyrure Kanku 3a ouw.

AKO HMaTe HAKAKBH JONBLJIHHTEHH BLIPOCH, CBBP3aHH € YNnorpedara Ha TOBA JIEKAPCTBO,
nonuTaiite Bamna aexap win gpapManesT.

4. BL3MOXKHH HEXKEJIaHH PeaKiHH

KakTo BCHYKH NEKapCTBa, TOBA JIEKAPCTBO MOXKE J1a NPEAH3BHKA HEXENAHHN PEaKLUUH, BLIPEKH Ye HE
BCEKH I'M MOAYYaBa.

O6uKHOBEHO, BHe Moxe 1a NPoAL/LKNTE ynoTpebaTta Ha KANKHTE, OCBEH aKO PCaKUHHTE HE ca
CEPHO3HM HIIHM He TNONYUHTE TEXKKA anepruyHa peakuus.

AKO MOJYIHTE TeKKa AJEPrHvHA PeaKlHs HJIH KO0 HELIO OT ONHCAHOTO NO-A0JY Ce CIY'H, CnpeTe
peguara npujaranero Ha BATAMOKC n ysenomere Beanara Bamus Jekap: noaysaHe Ha pbUETE,
Kpaxara, [ie3€HHTE, TMLETO, YCTHUTE, YCTATa MK IbPIIOTO, KOWTO MOTaT /1a NMPHHHHAT 3aTPyTHEHO
NPErJibLUAHE HITH AULIAHE, OOPHB WIH yPTHKApHA, FTOJIEMH MEXYPH, IThJIHHM € TEHHOCT, pa3paHiaBaHHA HIH

A3BH.

YecTH HeKeIaHH peaKIHH
(mooice 0a 3acesnam oo 1 na 10 oywiu)

OuHH HeXxeJIaHK peaKnuH: 00/1Ka B OKOTO, OHHO /Ipa3HEHE

HeuecTH HeXxeJaHH PEAKIHH
(Mooice oa 3aceeram oo 1 na 100 oywu)

OuHn HeXKeJaNH PEAKIHH: CYXO0Ta B OKOTO, ChpOeX B OKOTO, 3aHEpBABAHE HA OKOFOEBE
MOBBPXHOCTTA HA OKOTO C YBPEX/aHE Ha MOBbPXHOCTTA, CMyKBAaHE HA KPbBOHOCCH {1
HeoOHuaiHO YCELIAHE B OKOTO, aHOMAIMHK Ha Kiernaua, CbpOesk, 3a4epBsBaHe WK MYIYE?




O0mu HexeNaHH PeaKklHu: T1aBo00/He, HEMPUATEH BKYC.

Peixn nexe/aHH pEeaKIHH
(mooice Oa 3acezrnam oo 1 na 1 000 oyuwu)

Ounn HexkeJABH PEAKUHH: HapylleHHe Ha pOroBHLAaTa, 3aMbrIEHO WIH HAMaNeHO 3pEHHE, BB3NAICHUE
Wan HHPEKLMA Ha KOHIOHKTHBATA, HAaNpeXeHue B OKOTO, NMOAYBaHE Ha OKOTO.

O6uH HeXeNaHH PeaKuHN: OBPbLilaHe, TMCKOM(OPT B HOCA, yCellaHe 3a Oyua B r'bpJloTo, HAMaIEHO
KOJTHYECTBO HA JKENA30 B KPBBTA, OTKIOHEHUA B YEPHOAPOOHUTE KPbBHH TECTOBE, HapyLUEHA
qyBCTBHTEJIHOCT Ha KOXaTa, 0onka, Ipa3eHe B MbpioTo.

C HeH3BECTHA Y€CcTOTA
(om HanuuHumMe OaHHU He MOoJice 0a bvoe Hanpagena OYeHKa)

OunH HexkeJJaHH PEeaAKIHH: 04HA HH(PEKLMA, 3aMbINIABAHE HA O4YHATA MOBBPXHOCT, NN0JYBaHE HA
POrOBHLIATA, OTJIATAHHMS M0 MOBBPXHOCTTA HA OKOTO, NIOBALIEHO BETPEOYHO HAJIATaHe, Oe/Ier Ha OYHaTa
MOBLPXHOCT, O4HA AIEPrHs, OYHA CEKPELN, YBEIMUEHO C/IH300TALIIAHE, HyBCTBHTEIHOCT KbM CBETIMHA

O6uH HexeIaHH PEAKIHH: 3ayX WK 3aTPYJAHEHO JHIIAHE, NMPOMEHH B ChPACHHHA PUTEM, 3aMasgHOCT,
3aCHJIBAHE HA AJIEPFHHHUTE CHMNTOMMU, CbpOexk, 0OpHB, 3a4epBABaHE HA KOXKATa, FaACHE H ypTHKapui.

ChobmaBane HA HeXeJ1aHH PEAKIHH
AKO NIOJIY4HTE HAKAKBH HEXENAHW peaklny, ysenomere Bawusa nexap wnn dbapmanest. Topa Brntousa

BCHUKY Bb3MOXHM HEOMUCAHH B TA3H NUCTOBKA HEXKENAHM peakiiuu. MoxeTe cblo 1a ChOOLIHNTE
HeXXeMaH! peaKlUMy JUPEKTHO Ypes:

ManbaHuTenHa areHiuuysa no Jiekapcrpara
yn. ,,JlamaH ['pyeB” Ne 8
1303 Codmsa

Ten.: +359 2 8903417
yebcaiiT: www.bda.bg

KaTo chobLUaBaTe HEXEIAHH PeakLHH, MOXKETE Aa JaACTE CBOA NPHUHOC 32 NMOJIyHaBaHEe Ha MOBEYe

unrdopmMaiug OTHOCHO 6€30NacCHOCTTa Ha TOBA JIEKapCTBO.

5. Kak ga cexpanaBate BHTAMOKC

Jla ce cbXpaHAaBa HA MACTO, HEJTOCTBITHO 3a AcUA.

He u3non3saiiTe ToBa N€KAPCTBO CJE CPOKA Ha roJHOCT, oTOeNA3aH BLPXY OyTH/KATa U KapTOHEHaTa
onakopka cnen “loaex J0”. CpoKbT Ha TOXHOCT OTTOBaps Ha MOCJISIHHA IEH OT NNOCOUCHHS MECELL.

ToBa nekapcTBO HE U3MCKBA CNELMAIHY YCITOBUSA 33 ChbXPaHCHHE.

Byrnaxara Tpa6Ba aa ce H3XBbPJIH 4 CEAMHILH ¢/iel MbPBOTO 0TBAPAHE, 32 /14 ObaaT n3berHatu
€BEHTYaJIHH HHOEKLIHH.

He u3xBbpnsiiTe TeKapcTBaTa B KAHANH3ALMATA WM B KOHTEHHepa 3a AoMaLuHyi oTnaakuy. [lonurante
Bawus ¢apMalieBT Kak Aa M3XBBPJIATE ICKApCTBATA, KOUTO BCUE HE H3MOJI3BATE. Tean MepkH Lue
CIMOMOTHAT 3a OMa3BaHE Ha OKOJIHATa cpeaa.




6. Chabp/KaHHe HA ONAKOBKATA H I0NbJIHHTEIHA HHpOopManHs

Kakso ceabpxa BUTTAMOKC
- AKTMBHO BELIECTBO: MOKCH(pIOKcalMH. EJIMH MUJTMIMTBP OT KalKHUTE 3a OYM ChIbpKa 5 mg
mokcHpokcalMH (Karo MOKCH(IOKCaLMH XHIPOXJIOpHIL, 5,45 mg). EiHa Karlka oT pa3TBopa
cbabpka 190 Mukporpama MOKCH(IIOKCaALIMH.
- Jlpyr chCTaBKH: HATPHEB XJIOpU/, OOpHa KMCeIMHa, npevncTeHa Bojaa. Morar Ja Obaat
100aBEHH ¥ MHOT'O MAJIKHM KOJIMUECTBA HATPUEB XH/IPOKCH/1 W/ HITH XJIOPOBOOPO/IHA KHCEJIHHA 34
[oUIbpyKaHe Ha HOPMAJIHK KMCEJIMHHHU HUBA (pH HuBa).

Kak m3riexaa BU'TAMOKC n KakBO CbIbPKa ONAKOBKATA
BUT'AMOKC e TeyHocT (npo3payeH, 3eJIeHMKaBO-KbJIT Pa3TBOP) M Ce JI0CTaBs B OMAKOBKA, ChAbprKallla
njacTMacosa OyTuiaka ot 5 ml ¢ karnayka Ha BUHT W 3aLLIUTEH MPBCTEH.

[Mpurexare/1 HA pa3penieHHETO 3a ynorpeda
Novartis Europharm Limited

Vista Building

Elm Park. Merrion Road

Dublin 4
HUpnanams

[Ipon3BoauTe.

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

HUcnanus

Novartis Manufacturing NV
Rijksweg 14

2870 Puurs-Sint-Amands
benrus

Novartis Pharma GmbH

Roonstrasse 25
90429 Nuernberg

['epmanus

Siegfried El Masnou, S.A.
Camil Fabra 58

El Masnou

08320 Barcelona
HUcnanus

ToBa JIeKApPCTBO € pa3peleHo 3a ynorpeda B IbpRaBHTe — YIeHKH Ha EBponeHckoTo

HKOHOMMYECKO NpocTpancTso, H B O6eannenoro kpajacrso (Cesepna Upianans) noj cjieIHure
HMEHAa:

MOXIFLOXACIN ALCON: I'epmanus

KANAVIG: bearus, JlrokcemOypr

VIGAMOX: bbarapus, Kunbsp, Yexus, Jlanus, Ecronns, @unnanaus, [ 'bpums, YHra e T
{a :

Utanua, Jlateus. Jlutea, Manra, Hunepnanaus, [omua, [opryranus, Pymbhus, Ciig
Mcnanus, 1lIBenus

[ .
.~
MOXIVIG: Benukobpuranus (CesepHa Upnanaus) %
.
<,




3a JOMbJIHUTEIHA HH(OPMAIIMI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C IOKATHKA MPEICTABHTE
Ha NpUTEXXaTes Ha pa3peLIeHHETO 3a ynoTpeoa:

Novartis Bulgaria EOOD

oy ,,Hukona Banuapos™ Ne 55
EKCIIO 2000, crpana 4, er. 4

Codus 1407

Ten.: 02/489 98 28: @axkc: 02/489 98 29

JlaTa Ha MOCJeAHO Npepa3riexIaHe Ha aacToBKaTa 1172024




