JIncroBka: HHdopmanus 3a noTpedbuTens

TOBPEKC?® 3 mg/ml xanku 3a oun, pa3TBOp
TOBREX® 3 mg/mi eye drops, solution

ToOpaMHULIMH (tobramycin)

Ipouerere BRHMATETHO AJIATA JTHCTOBKA, NPEJH N2 3aN04HETE Aa H3MOJI3BATE TOBA JIEKAPCTBO,

THhil KaTo TH CLABPXKA BaxHa 3a Bac nndopmanug.

- 3anazeTe Ta3zH NUCTOBKA. MoxKe aa C& HaAJIOXKH J1a 1 NPOUYETETE OTHOBO.

- AKO MMaTe HAKAKBU JOIMBIHUATENIHH BBIIPOCH, NnonuTaiiTe Baums nexkap nnu dapmauesT.

- ToBa nexapcTsoO € npeanucaHo AMyHo Ha Bac. He ro npeorcTensaiite Ha apyru xopa. To Moxke na
WM HaBpEIH, HE3aBUCHMO Y€ NMPH3HALMTE HA TAXHOTO 3a00/1ABaHe ca ChluMTe Karo Bawwure.

- AKO NONYUYHTE HIKAKBH HEXENAHH peakumu, yseaomere Baluuna nexap unu gapmauesT. Tosa
BKJIIOYBA K BCUUKY BBb3MOXKHH HEXKE/TaHH peakLIMH, HeOMUCaHHU B Ta3u JIMCTOBKA. Brxkre Touka 4.

KakBo cLABPKA Ta3H JIHCTOBKA 1 IR D Ay o T .

1. Kakeo npeacrasnspa TOBPEKC kanku 3a oum U 38 KaKBO Ce H3MOI3BA ? 6 OoV0 Y :
2. Kaxeo TpafBa ja 3HaeTe, Npe/y 4a U3NON3BATE TOBPERC Kanxu 3a oam EETT :
3. Kak ga wsnonspare TOBPEKC kanku 3a ouu I PR 0§ -07- 2075
4. BB3MOXHH HEXKENaHW PEeaKLHH | 7 FtODE i
5. Kak na cexpanssate TOBPEKC kanku 3a ouu T ]
6. Cpbabp)KaHHe Ha ONAKOBKAT4d U ACNB/IAHUTENHA HHpopMausg _ T

1. Kakpo npeacrasaaBa TOBPEKC xanku 3a 04H H 332 KaKBO Ce H3110/I3BA

Kakso npeacrasasaea TOBPEKC
TOBPEKC kanky 3a 04H € aHTHOMOTHK, KOWTO ChAbPXKa aKTUBHOTO BELIECTBO, HApe4eHO TOOPAMHULIMH.
ToOpaMHLUKMH € aHTHOHOTHK, NPHHAUIEKAIL KbM KJ1aC aMUHOTIMKO3UM.

3a xakso ce m3noaisa TOBPEKC
TOBPEKC kanku 3a o4d ce W3Noa3Ba 3a NeueHne Ha OakTepuanin nHQeKLMy Ha BbHIIIHATA YACT Ha

OKOTO, IPHUMHEHHN OT OaKTepHH, YyBCTBUTEIHH KbM TOOpaMHLIMH, NPH Bb3PacTHH M iela Haa | roauHa.

Kak peiticrpa TOBPEKC
TOBPEKC kamnku 3a oud AeicTBa KaTo cnoMara 3a yOMBaHeTo Ha MHKpoOHTE (DaKkTepuu), KOUTO

MPUYHHABAT HHPEKLIHH.

Ao uMare Bunpocyu orHocHo aciicTeuero Ha TOBPEKC wnu 3amo Bu e npeanucaHo ToBa J1ekapCTBo,
nonuTtaiite Balna nekap i gpapmauesT.

2. Kakspo TpabBa xa 3uaere, npean aa ninoassare TOBPEKC kanku 32 o4n

CrenBaiiTe BHHMATEIHO BCHUKH MHCTPYKUMH Ha Baiuus nexap. Te Mmoxe Aa ce pa3ninyasat ot odLLata
HHGpOpMaLlkg, CbAbPXKAIlla C€ B Ta3H JIUCTOBKA.

He n3noassaiite TOBPEKC xanku 3a oun
- aKo CTe aleprudHy KbM TOOpPaMHLMWH HIIH KbM HSAKOSA OT OCTaHa/IUTe ChCTaB

(n30poeHU B TOUKA 6).




IlpeaynpexaeHss H MPeANAIHH MEPKH

IoBoperte ¢ Bawusa nekap wiu papmauesT, npeau aa usnonssare TOBPEKC kanku 3a oun, ako HAKOe OT

n3bpoeHuTe ce oTHacd 3a Bac:

* AKO nmony4asare aneprudHi peakuud npy unonssadero Ha TOBPEKC kanku 3a oun,
npeycTraHoseTe ynoTpebara H ce KOHCY/ITHpaiTe ¢ Bauing nekap. AnepruyHuTe peakuuy Morar aa
BapHpAaT OT JIOKAIM3KpaH Chpbexk WK 3aUepBABaHE HA KOXATa JIO TEXKH ANepruyHH PEeaKLuH
(aHadunaKTHYHA peakuysa) WKW CEPHO3HH KOXKHH peakuud. TakuBa aNepruiyHy peakiiui Moxe na
ce MOJIYYaT M [P U3NOI3BAHETO HA APYTH aHTHOMOTHLH 32 IOKATHO MU CHCTEMHO NPHIOKEeHHE
OT cbluaTa rpyna (AMMHOTIMKO3HAM ).

. [TochBeTBaliTe ce ¢ Bawug nekap, ako W3MON3BAaTe U APYro aHTUOMOTHYHO JIEYEHME €JHOBPEMEHHO
¢ TOBPEKC kanku 3a ouH.
¢ KoHcynrupaiite ce ¢ Bawuua nekap, ako HMaTe HITH CT€ UMATH CHCTOSHHUA KaTO MUACTEHUSA IPABKC

(HEBPOMYCKY/THO HapYHIEHHE, KOETO MPHUYHHABA CAabOCT Ha CKENETHATA MYCKYJIaTypa) Hin 0osecT
Ha [TapkMHCOH (NPOrpecHBHO HAPYLIEHHE HA HEPBHATA CHCTEMA, KOETO 3aCAra ABHXEHHETO).
AHTHOHOTHLIMTE OT TO3H B MOTAT 1a 33AbJI004aT MYCKYJIHaTa c1abocT.

. AKo cuMnToMuTe BH ce BIOLIAT WK BHE3arnHO C€ Bb300OHOBAT, MOJA KOHCYNTHpaiHTe ce ¢ Bauus
nekap. Axo uanonspare TOBPEKC karnku 3a 04M NpoOb/DKUTENHO BpeMe, Bue Moxe aa crtaHeTe
MO-MOJAAT/IUBY KbM OYHH MH(EKLHH.

Hena (Ha Bb3pact Haa 1 roanna)
Moxete ma u3nona3eare TOBPEKC kanku 3a ouu 3a BaleTo aete, ako TO € Ha Bb3pacT | roanMHa UIH 1o-
ronamo. TOBPEKC ne ce npenopnuBa 3a AeLa Ha BB3PAcCT 104 | roamHa.

IanseHTH B cTApYecKa BhipacT (Ha B Haj 65 roaHHn)
Moskere na manoazpare TOBPEKC kanku 3a ouH, ako CTe Ha Bb3pacT 65 roAHHM WK NoBeve, B ChlIATa

A03a, KaKTO [N1PpH Bb3PACTHH.

Hpyrn aekapersa ¥ TOBPEKC xanku 3a oun
Tpabsa na kaxere Ha Baluys nekap nin gapMaleBT, ako H3MOA3BATE, HACKOPO CTE H3MON3BAAN WIH €
Bb3MOXCHO J1a M3MON3BATE JPYI'H NEKApCTBa.

bpemMeRHOCT M KbPMEHE

AKO cTe 6peMeHHa MK KbPMHTE, CMATaTE, Ye MOXe Na cTe OpeMeHHa MK IUIaHMpaTe OPeMEHHOCT,
nochBeTRaiiTe ce ¢ Bawms nexap unu dapmanert npeay ynorpedara Ha ToBa nekapeTso. 1o BpeMe Ha
6pementoct TOBPEKC kanku 3a oun TpaGBa Aa Ce H3NO0J13Ba CAMO, aKO HAHCTHHA € HEOOXORHMO.

IModupane H pabora ¢ MALIHHH
B13MOXHO €, HenocpeacTeeHo ¢ien noctapgHeTo Ha TOBPEKC kanku 3a ouu, 1a ¢e MOABH KPATKOTPAHHO
samMBIIIABaHe Ha 3peHrero. He modupaiite u He pabotere ¢ MalllHHH, ROKATO 3peHHeTo BH HeE ce nposacHh.

HoceneTo HA KOHTAKTHH JICItH He C€ MPenopbyBa 0 BpeMe Ha JieueHHe Ha HHGEKLNS Ha OKOTO.

TOBPEKC kanxH 3a 0oMH ChAbPAKA 0€H3AIKOHHER XJIOPH/

Topa nexapcTBo CbhAbpxka 0,1 mg OeH3aNKOHHEB XJIOPHI BbB BCEKH mi.

BeH3aIKOHUEBHAT XJIOPHA MOXKe Aa ce abcopOunpa OT MEKHTE KOHTAKTHH JIEIIH H MOXKE Aa NPOMEHH LIBETA
Ha neuuTe. Tpabpa Na cBanMTe KOHTAKTHHUTE NIEIUM Npeay yrnorpedbarta Ha TOBA JICKApCTBO M 1a H34YaKaTe
noHe 15 MHHYTH TIpeaH Aa 'Y NOCTABHTE OTHOBO.

Bemanxonuesuﬂ'r XJOPHI MOKE CBHLIO Aa NPHYHHM Jpa3HEHE Ha OUNTE, 0COOEHO aKo UMare ,,cyxo

OKO™ WM HapylLEHHE Ha porosuiiata (Npo3payHus CIIOH B IPEHATA YaCT HA OKOTO). AKO HMaTe
HeoGHuaiiHO ycelate B OKOTO, KATO napeHe unu 601Ka B OKOTO Cnejl ynorpedara Ha 1eKAL

ropopeTe ¢ Bawusa nekap. 'f--“ 84’




3. Kak aa uanomBare TOBPEKC xankn 3a oun

BuHaru u3no3BsaiiTe TOBa NEKApCTBO TOUHO KakTo BH € ka3an Bawuar nexap. AKO HE CT€ CUTYPHH B
Hewo, nonuTaiiTe Bawna nekap win gapmauesT.

He HageMuuasaiiTe npenopbuaHaTa 103a, KoATo B e nanucan Bawusar nekap.

Koako TOBPEKC kanku a1a uinoJi3sarte
[IpenopburTenHara 103a (IpH BL3PACTHH U J€lia HAA | roaHHa) e:
ITpy nexku 10 yMepeHn nHpekuHH, obnyainara 103a € | niy 2 Kankv B 3aCerHaToTo OKO (O4YH) Ha BCEKH

4YeTHPH Haca.
[Tpu Texkn nHPekLUnH, obuuaiinara 103a € 1 nan 2 Kanky B 3aCETHATOTO OKO (O4H) HA BCEKH Hac, N0KATO

ce 3abenexy noaobpeHue;, HaManere YeCToTaTa Ha NPHNOKEHHE MPEIH 1a NPEKPATHTE JIEYEHHETO.
MakcUManHHAT OpOH Kanku, KOUTO MOraT Aa ce NOCTaBAT Ha J€H, ca 14 KankH npH aeua Ha Bb3pacT
oT | no <2 roauHy 1 46 Kanky npu geua Ha Bb3pacT Ot 2 10 <12 roguuy. Honurakite Bamysa nekap, ako

MMAaTe BBIIPOCH.
O6uyaitnaTa NPoALIKMTENHOCT Ha neueHueTo € 7-10 aHu. [1poab/nKHTETHOCTTa Ha JIEYEHHUETO € TO

npeueHka Ha Balus nexap.
Bawusar nekap e Bu kaxe TOuHO KOJAKO TpabBa 4a U3NOJ3BATE BCEKH JIEH.

Kak 1a u3noassare TOBPEKC
Cnep kaTo Kana4kara Ha OyTuikaTa € cBajieHa, ako 3alllUTHUAT NPBLCTEH € xn1abaB, MaxHeTe ro, Npeay aa

H3MOJI3BATE NPOAYKTA.

UsnonzeaiiTe TOBEPEKC kanku 3a 044 ¢aMo 3a HaKarnsaHe BbB Bauiure ouM.
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Biemerte Gyrniakara TOBPEKC xanku 3a oun U orieaaio.

l.

2. H3mmuiite cH pbUETE.

3. OTpbpTeTE Kanavkara.

4. JpwKTe OyTHIKATA, HACOMEHA HAJ0NTy, MEXAY Manena U CpeaHua npbeT (purypa 1).

5. Haxnouete rnasarta Hazan. PasTBopeTe Kienada ¢ MOYMCTEHHA BEUE MPLCT, TaKa ue jaa ce obpasysa
‘ K06’ Mexay Hero M okoto. Kankara TpafBa na nonagHe UMEHHO Ha ToBa MACTO (¢urypa 2).

6. [pubamxere anaMkaTopa-kankomep Ha OyTuiikara 051430 10 OKOTO. K3nmonseaiiTe Oraeaanoro, ako

ToBa Bu ynecHsBa.

7. 3a na ce u3berHe eBeHTYa HO 3aMBPCABaHe, BBPXbT Ha anjHKaTopa-Kankomep He TpaOBa aa ce
NOKOCBA 10 HUKAKBH MOBBLPXHOCTH. ChLIO TaKa, BBPXBT Ha alMKaTopa-karkomep He TpabBa na
BJIN3a B KOHTAKT C OKOTO, TbH KaTo TOBAa MOXKE J1a MPUYMHH HApaHsBAHE HA OKOTO.

8. BHHMAaTeNHO HATUCHETE C MOKAa3ajela OCHOBaTa Ha o0bpHaTara Haaony OYTHIIKaA, 3a-Aaa
kanka TOBPEKC (¢purypa 3).

9. Cnep kato noctasure TOBPEKC kanki 3a oun, oceobo1eTe 1ONHUA KiEnay, 3
HEXHO HATHCHETE C MPBCT B BIBJIUYETO HA OKOTO, NpH Hoca (purypa 4). Tosa
TOBPEKC kank 3a o4M Ja npeMHHE KbM APYTUTE YaCTH HA TAJIOTO H UIE yB

10. Axo Tpabsa 1a M3MON3BATE KAIIKHTE H 32 ABETE OYM, MOBTOPETE CTHIIKHTE M 32




11. MocraeeTe kanaukaTa M 3aTBOpeTe 1o0pe OyTunkara BeAHara cief ynorpeda.
12. Uznonseaiite caMo €Ha M cblua OyTHIKA.

AKO H3M0JI3BATE H APYrH J€KAPCTBEHH NMPOAYKTH 32 O4YH (KANKH HJIH MA3), H3HAKANTE 3 MHHYTH
MEXIY NOCTABAHETO Ha BCAKO OT TAX. Ma3Ta 3a oun Tpsa0Ba Aa ¢ NOCTaBH MOCEAHA.

AKO KalKaTa He MONAJAHE B 0KOTO, ONHTAUTE OTHORO.

AKO ¢Te NOCTABHJN noBede oT HeoOxoaumoTo KoanuecTBO TOBPEKC kanku 3a 04M, U3naakHeTe
LSJIOTO KOJIMYECTBO OT OKOTO/OUMTE ¢ TOIuIa Boaa. He ce ovakBar HexenaHu peakuud. He nocragsiTe
MoBeue KAk, A0KaTo He Jokae BpeMe 3a Bainara cneapalua obnuainHa nosa.

Ako cre nponycuanu ja nocraBate TOBPEKC kanku 3a oun, npoasakere CbC CicABalllaTa 1033,
KaKTo € ruiaHHpaHo. AKo obaue Beue € BpeMe 3a Cne/Balliara 103a, NPECKOUETE NponycHaTaTa 1 ce
BbpHETE KbM Baluata obuuaiina cxema na aosvpane. He nmocrapgaire 1BoHHA 103a, 32 1a KOMIIEHCHPATE

NpOoITyCHATaTa.

AKO UMAaTE HAKAKBU JOMBJIHUTEIHNA BLIMNPOCH, CBLP3AHU ¢ ynoTpedaTta Ha TOBA IEKAPCTBO, NMONHTANTE
Bamusa nexap nnu papMaUeBT.

4. BL3MOXKHH HeXeJTaHH peaknHH

KakTo BCHUYKH JeKapcTBa, TOBA JIEKapCTBO MOXE [Ja NPCIH3BHKA HCXKC/IAaHH PCAKLIWH, BBIIPCKH HC HC
BCCKH I' IOJIy4aBa.

CneaHuTEe HEXeENaHH peakiuH ca HabnronasaHu npu ynorpebara Ha TOBPEKC kankw 3a oun:

YeceTH: Moxce Oa 3aceenam 0o 1 na ecexu 10 oywu
e EdekTH, CBBP3aHU C OKOTO: O4EH JHCKOMGOPT, 3auepBABAHE HA OKOTO.

HeuecTH: Moxce o0a zacezram oo 1 na ecexu 100 oywu

» EdekTH, CBbP3aHU C OKOTO: Bb3MAJICHHUE Ha OYHATa NOBbLPXHOCT, yBpEXkKAaHE Ha pOroBHLATa,
HapylUIEHHE HA 3PEHHETO, 3aMBIJIEHO 3PEHUE, MOJYBAHE Ha OKOTO M KJIE€Naya, 3a4epBaBaHe HA
KJIETaya, CyXOTa B OKOTO, YBEJIHUYEHO CIB300TAeNAHE, 601Ka B OKOTO, O4€eH ChpOeX, O4EH CEKpET.

e EdexTH, CBBP3aHH ¢ LIEJTHA OPTaHW3bM: aneprus (CBpbX4YyBCTBUTEIHOCT), raBodone, ypTHKapH3,
BBL3MAJICHUE HA KOXATAa, HAMaNEH pacTeX WK OpoH Ha MUTIIMTE, 3aryba Ha NUIrMEHTALMA Ha KO)KaTa,

CBpOeXK, cyxa Koxa.

C HeH3BeCTHA YeCTOTa: YeCmomama He Moxce 0a bvoe oyenena om HawuyHume Oannu
e EdckTH, CBbP3aHK C OKOTO: OYHA aJlleprys, APa3HEHE B OKOTO, ChpOEXkK Ha Knenaya,

e EdekTH, CBbp3aHH C LENHA OPraHU3bM: CEPHO3HA aflepriuvHa peakuus, CepHO3Ha KOXKHA peakLHs
(cHHApOM Ha Stevens-Johnson, eputema mynTHdopme), 0OpuB.

Cho0umaBsaHe HA HeXKeJIAHH peaKnHH
AKO MOJNYYHTE HAKAKBH HEXEJIAHU JIEKAPCTBEHU PEaKLuH, yBeaoMeTe Balung ekap unv papmauesT.

CcHOOLMTE HEXKENAHH PEAKIIHH THPEKTHO Ypes:




HanbaHnTeHa areHuusa no jeKapcTpara
yia. . JJaman I'pyes” Ne 8
1303 Codus

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

Kato chobliaBaTe HexeNaHU peakLMH, MOXETE Ja AaAeTe CBOS [PUHOC 32 MOJYHABAHE HA NOBeYE
HHbopMaLtUg OTHOCHO H€30MacHOCTTA Ha TOBa JIEKAPCTBO.

>, Kak na cexpauaBate TOBPEKC xankn 3a oun
Jla ce cbxpaHABa HA MACTO, HEAOCTHITHO 34 A€LIA.

He usnonssaiite TOBa JIeKApCTBO CEA CPOKa HA NOAHOCT, OTOENsA3aH BbpXy OYTUIKATA M KApTOHEHATa
onaxkoBka ciiel "T'onen no”. CpoKbT Ha FOJIHOCT OTIrOBapA Ha NOCAEAHHUSA ACH OT MOCOYCHHA Mecew.

Byruakata Tpafsa Aa ce H3XBLPJIH 4 ceAMHLH CJIel NBLPBOTO OTBapsAHE, 33 Aa 6LAaT H3berHaTH
€BEHTYAJIHH HHPEKLIMH.

Jla ce cbxpansaea noa 25°C.
Jla ce cbxpaHsBa B TbTHO 3aTBOPEHA ONAKOBKA.
He u3xpbpasiiTe NekapcTBara B KaHaJIM3alMATA UK B KOHTEWHEPA 32 JOMAINHHU oTnaabuy. I lonuranTte

Bawmus d)apmaueBT KaK Ja U3XBLPJSITC JICKAPCTBATA, KOUTO BEYE HE N3IMON3BATL. Te3n MCPKH LLIE
CMOMOTrHAaT 34 0I1a3BaHC Ha OKOJHATA CpCla.

6. ChbAbpKaHHE HA OTIAKOBKATA H JONbIHHUTE/NHA HHPOpMalHA

Kakso cpaspxka TOBPEKC kanku 3a ous
- AKTHMBHO BELUECTBO: TOOpaMMLIMH. EAMH MUAMAKTED OT pa3TBopa ChAbPXKa 3 mg TOOPaMHLIMH.

- Jpyru cheraBku: 6opHa kucenuHa (E284), 6e3onen HaTpues cyadar (ES14), natpues xnopun,
THIOKCAMNoJ1, OeH3aNnKOHHER XJIOPHA U NpevncTeHa Boaa. JlobaBenn ca Mankyu KONMHYECTBA HATPUEB
XUAPOKCHI W/WITK CAPHA KUCEIHHA 33 NOAAbPXKAHE HA HOPMAJIHY KHCEJIMHHHU HUBA (pH HuBa).

Kak n3rnexna TOBPEKC kanku 3a 0o4M 0 KAKBO ¢CbABPKA ONMAKOBKATA

TOBPEKC e TeunocT (npo3padeH, Oe3iBeTeH A0 O0sieao KT unn 61ea0 KadAB pa3TBOp) U €€ JOCTABA B
OMaKOBKAa, ChAbPAKALIlA MU1acTMacoBa OyTHIIKa OT 3 ml, ¢ Kanayka Ha BUHT CBC 3aLHTER NMPBCTEH.

IIpATexaTen Ha pa3pelIeHHETO 3a ynorpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

HUpnanams




[IpousBoauTe.
Novartis Farmacéutica, S.A.
Gran Via de les Corts Catalanes, 764

08013 Barcelona
Ucnauus

Novartis Manufacturing NV
Rijksweg 14

2870 Puurs-Sint-Amands
benrus

3a lonbJIHUTEHA HHpOPMALIMS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPXKETE C€ € JIOKAJIHUA 1IPEACTaBUTE]]
HaA NpUTEXaTeJIs Ha pa3peLieHUueTo 3a ynorpeda:

buarapus

Novartis Bulgaria EOOD

oyJi. Hukona Banuapos Ne 55

EKCITO 2000, crpana 4, er. 4

Codgusa 1407

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

JlaTa HA MOCJIeIHO Npepa3rjexiane Ha aucropkara 12/20235




