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JIRCTOBKA: Hmlmpmauuﬂlmmnmﬁuwnﬂ

BGAAINA WP F. e il A
TOBPEKC® 3 mg/g Ma3 3a oum,

TOBREX® 3 mg/g eyé’dif

ToOpamMuLMH (tobramycin)

IIpoyeTeTe BHUMATENHO IA/1ATA JTHCTOBKA, IPEIH 1A 3aN0YHETE 4 H3NO0/I3BATE TOBA JeKaPCTBO,

Tbil KaT0 TH ChALPKA Baxkua 3a Bac nadopmanns.

- 3anazere Ta3W JUCTOBKA. MoXe 1a C€ HANOXH Aa A NMPOUYETETE OTHOBO.

- AKO HMaT¢ HAKaKBH JONBJAHHTEIHH BBNPOCH, NonuTtaiTe Bauiva nexkap wiu gapMauesT.

-  Tora nexkapcTBO € npeaAnycaHo nMMYHO Ha Bac. He ro npeorcreneauTe Ha Apyru xopa. To Moxe aa
MM HaBpEeIM, HE3aBUCHMO H€ NPU3HALMTE HA TAXHOTO 3a00NigBaHe ca ChLMTe KaTo BamuTe.

- AKO NnonyuHTe HAKAKBH HEXENAaHM peakuuy, yseaomere Baws nekap unu papmaieBT. ToBa
BKJIKOUBA U BCHYKH BBE3MOXKHH HEXKEJTAHH peaKkL UM, HEOTIMCAHU B Ta3H JIMCTOBKA. BuxTe TOouKa 4,

KakBpo cpaALPKa TA3H JTACTOBKA

Kakeo npeacrasnaa TOBPEKC ma3 3a ouM ¥ 3a KakBO ce H3MOJ3BA

.

2. Kakeo Tpabea ga 3Haere, npeau aa nanonssare TObPEKC ma3 3a oun

3. Kak ga n3nonssare TOBPEKC ma3 3a oun

4., BB3MOXHM HEXeNaHU peaKuuH

5. Kak na cuxpanssare TOBPEKC ma3 3a ouu

6. CobabpkaHWe Ha ONMAKOBKATa U AONBJIHUTENIHA HHpOpMaLUA

1. Kaxso npeacrapaspa TOBPEKC mMa3 3a 04s H 3a KaKBO €€ H3M0/13BA

Kakso npeacraBiaasa TOBPEKC
TOBPEKC Ma3 3a ouH € aHTHOMOTHK, KOHTO CbbpKa AKTHBHOTO BELLIECTBO, HApeueHO TOOpaMHUILIKH.
ToSpamMuLiH € aHTUOMOTHK, NPHHAAJIEAKALL KbM KJ1aC aMHUHOTTIMKO3HAH.

3a xakBo ce na3noaisa TOBPEKC
TOBPEKC Mmaz 3a ouM ¢e U3NoJI3Ba 3a JieUeHHEe HAa DaKTEpHATHH UH(PEKLIMK HA BLHILIHATA YacT Ha OKOTO,

NpUUXHEHH OT OaKTEepUH, YyBCTBUTENHH KbM TOOpaMHLMH, IPY BB3PACTHH M Aeua Haa | roauHa.

Kak gesictrBa TOBPEKC
TOBPEKC ma3 3a oun AcHCTBa KaTo cnomara 3a yOMBaHETO Ha MUKpOOHTE (DaKkTepHH), KOUTO
MPUYHUHABAT HHEKLUH.

AKo uMmare BbIpocH 0THOCHO AeicTBHeTo HAa TOBPEKC unn 3awo Bu e npeanucano Toea nekapcTso,
nonutaiTe Bamusa nexap wiu gapmMaLesr.

2. Kaxso TpadBa 1a 3Haere, npean Aa n3noaiBarte TOBPEKC ma3 3a oun

CnenpaiiTe BHUMATEMTHO BCUMKHA UHCTPYKLUMH Ha Bawus nekap. Te Moxe na ce pa3MuaRar ot obluaTa
nHGopMaLHs, ChAbPIKALIA CE B Ta3H JIMCTORKA.

He uanomsaiite TOBPEKC Ma3 3a oun
- @Ko CT€ aNiepru4HMU KbM TOOpaMHLMH WK KbM HAKOS OT OCTaHaJIHTe

(M36poeHu B TOUKa 6).




[Ipeaynpexaenns H NpeAnasnd MEpKH

["oBopete ¢ Bamims nekap unu dapmanent, npean aa uznonseatre TOBPEKC ma3 3a ouu, ako Hskoe OT

H3bpoeHHuTe ce oTHaca 3a Bac:

- AKO NoJIy4aBaTe ajiepruuHM peakunu npu usnonisaHero Ha TOBPEKC ma3 3a oum, npeycraHoBeTe
ynoTpebaTa U ce KOHCYNTHpanTe ¢ Bamus nekap. AnepruyHuTe peakiuy MorarT [a Bapupar ot
NOKaJIM3HPaH ChpOEX WK 3a4EPBABAHE Ha KOXKATa 10 TEXKKH aANEepruyHH peakumH (aHapuiakTU4Ha
peakiya) UK CEPUO3HH KOXKHY peakUUK. TakuBa allepruyHi peakUuMd MOXe Ja Ce NONyYaT U npH
M3MOA3BAHETO HAa APYTH aHTUOMOTHLM 33 NTOKAJHO MIIM CUCTEMHO NPUITIOAKEHUE OT ChIIATa rpyna
(AMHHOTJIMKO3HAHK).

- [locbBeTBaHTE ce ¢ Baluusa nexap, ako U3OA3BATE U APYTO aHTUOHOTHYHO JICUEHHUE €IHOBPEMEHHO
¢ TOBPEKC ma3 3a oum.

- KoHcynTupaiite ce ¢ Baliusg nekap, ako UMaTe WiH CTE€ HMaIH ChCTOAHMA KaTO MUACTEHHA IPaBHC
(HEBpOMYCKYJIHO HapyllIeHHe, KOETO MPHUHYUHABA C1aloCT Ha CKeeTHaTa MycKylarypa) iy 6onect
Ha [TapKHMHCOH (NPOrpecHBHO HApYLUEHHE HA HEPBHATA CHCTEMA, KOETO 3aciara ABHIKEHHETO),
AHTHOMOTHLMTE OT TO3W BM MOrar Aa 3aabnbouar MycKyJHara ¢J1abocT.

- AKko cumnToMuTe BH ce BnolIaT MAx BHE3ANHO ¢€ Bb3C0OHOBAT, MOJISE KOHCYJITHpaiiTe ce ¢ Bamius
nexap. Ako usnomnssare TOBPEKC ma3 3a ouu npoabikuTenHo speme, Bue moxe na ctanere no-
NOJATIMBH KM OUHHM UH(EKLIMHU.

- MA3TA 32 OMH MOXKE Aa 3abaBud 3a34paBARAHETO HA OUHHTE PaHMU.

Jena (Ha Bp3pacT uag 1 roiHHa)

Moxete na winon3sate TOBPEKC ma3 3a ouu 3a Baluero aere, ako 10 € Ha Bb3pacT | roauHa Wi mno-
rojsMo, B CblllaTa 103a, KakTo npu Bb3pacTHn. TOBPEKC He ce npenopbuBa 3a Aeua Ha Bb3pacT noj
| ropyHa.

ITauMenTH B cTAp4YecKa Bb3pacT (Ha M HaZ 65 roaunn)
Moxere na uznonssare TOBPEKC ma3 3a ouM, ako ¢Te Ha Bb3pacT 65 roaAuHH WK NOBEYe, B ChLIATA
11033, KaKTO NMpU Bb3PAaCTHH.

HNpyru aekapcrBa # TOBPEKC ma3 3a oun
Tpsabpa na kaxxere Ha Baluna nekap unv gapMaueBT, ako H3NOA3IBATE, HACKOPO CTE H3MOJI3BAIIH HIIH €
Bb3MOXKHO J1a H3I0JI3BaTe APYTH JIEKapCTBa.

BpeMEeHHOCT H KLpPpMEHe

Ako cTe OpeMeHHa UIIH KbPMHTE, CMATATE, Y€ MOXKE Aa cTe OpeMEHHA UMK MnaHupaTe OPEMEeHHOCT,
MOCHBETBaNTE ce ¢ Balug nekap unu gapMauesT npead ynorpedara Ha ToBa jiekapcTpo. [1o Bpeme Ha
opemennocT TOBPEKC ma3 3a oun TpsOBa Aa ce n3non3sa caMo, aKo HAUCTHHA € HeOOX0RMMO.
Hiodupane n paboTa ¢ MALIHHHA

Br3moxHo e, HenocpeacTeeHo cneq noctasaHeTo Ha TOBPEKC ma3s 3a oun, na ce NOsABH KPaTKOTPaiHO
3aMbIIsABaHe Ha 3peHueTo. He modupaiite n He paboTtere ¢ MawMHu, A0KATO 3peHUeTo By He ce nposcHu.

HoceHEeTO HA KOHTAKTHH JICHIH He ce MPenophYBa M0 BPEME Ha JieueHUE Ha MH(EKLIU Ha OKOTO,

3, Kax 1a manomzsare TOBPEKC ma3 3a oun

Buuaru uznon3eaiite ToBa N€KapcTBO TOUHO KakTo By € kazan Bawiuar nekap. AKO HE CT€ CUIYPHH B
Hello, nonyTaiite Baua nexap unn papMauesT.

He HagpHilaBaiiTe npenopbyaHaTa A03a, koATo By € uanucan Bawmsr nekap.




Koaxko TOBPEKC ma3 xa u3no.izBare

[IpenopbumMTenHara 103a (1py Bb3pacTHU M Aeua Hajl | roauHa) e:

[1pu neku 10 ymepeHH HH(PEKLIMKU, OOMYalnHaTa 103a € MaJIKO KOJIMYECTBO (JIEHTHYKA C AbJKMHA
npuOaM3UTENIHO |,5 ¢cm) OT JIeKapCTBEHHUS MPOAYKT B 3aCErHATOTO OKO (O4YHM), /IBA HJIK TPH IIBTH JIHEBHO.
[Ipu Texxku nHpekurmn, obMyaiHaTa 103a € MajJKo KOJIMYECTBO (JIeHTHYKA C Ab/KMHA NPUOIU3UTENHO 1,5
cm) OT JIEKApCTBEHHUS MPOAYKT B 3aCErHATOTO OKO (OYM) HA BCEKH TPH JI0 YETHPH Yaca rnpe3 IMbpBUTE J1Ba
JIHH, a cJie/] TOBA M0 JBa WK TPH IMbTH JAHEBHO, IOKATO NPeMUHE HHPEKLIMATA.

TOBPEKC ma3 3a oun MOke aa ce npuinara seuep rnpu eaHoBpeMeHHo nedeHue ¢ TOBPEKC kankwu 3a oum,
pa3TBOp, Mpe3 JACHS.

OOunuaiiHaTa NpoaAbJIKUTEIHOCT Ha JieyeHHeTo € 7-10 auu. IlpoabiukurenHocTTa Ha JIGYEHHUETO € 110
rnpeLeHka Ha Bawus nekap.

BawusaT nekap we By Kake TOUHO KOJIKO TpsAOBa J1a U3I10J13BaTe BCEKH JICH.

Kak na m3noJissare TOBPEKC
HM3nomseaiite TOBPEKC ma3s 3a ouu camo 3a Bawure oum.
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Queypa 1 Queypa 2

Bizemere Ty0aTta TOBPEKC ma3 3a oum u orneaano.

U3muiite cH pbLETE.

OTebpTETE Kanavkara.

JlpbkTe TyOaTa Mexay najeua v nokasajiena.

Haksionere rnaBara Ha3ajl. Pa3TtBopere kiernaya ¢ NnoYMCTEHUs Be4Ye NPbLCT, Taka 4ye jia ce oOpaszyBa
K00 MeKAY Hero ¥ okoTo. JlenTuukara ma3 TpsOBa aa romnajiHe HMEHHO Ha ToBa MACTO ((urypa
).

[Ipubnuxkere HakpaiiHKMKa Ha TyOaTa 011M30 10 0kOoTO. M3noJi3BaiTe ornenanoro, ako Topa Bu
yJIECHSBA.

3a na ce n3berHe eBeHTYaJlHO 3aMbpCsABaHe, HAKPaAHHUKDBT HA TyDara He TpsAOBa J1a ce JOKOCBA J10
HUKAKBH MOBBPXHOCTH. CbLIO Taka, HAKpaWHUKBLT HA TyOara He TpsOBa Ja BiM3a B KOHTAKT C OKOTO,
ThbH KaToO TOBA MOXeE Ja NPUYMHHU HapaHsABaHE HA OKOTO.

BuumartenHo ctucHere TyOara, 3a ja usznycHe jJeHtuuka ot TOBPEKC ma3s 3a ouu (durypa 2).
Cnen karo noctaBute TOBPEKC ma3 3a oun, nycHere KJjiernaya, MUrHETE HAKOJIKO MbTH, 3a J1a €
CUT'YPHO, Y€ JIEKAPCTBOTO € MOKPHJIO Lisj1aTa NOBbPXHOCT HA OKOTO. BHUMATE/IHO 3aTBOPETE OKOTO
(ounTe) 3a HAKOJKO ceKyHAH. Tosa uie nonpeun Ha TOBPEKC na npemuHe kbM apyrure 4yactum Ha
TAIOTO M 1€ YBEIUYM e(heKTa B OKOTO.

Ako e HeoOxo0,iumo na nocrtaure TOBPEKC ma3 3a ouu M B ABETE OYM, MOBTOpPETE CTHIIKUTE U 3a
JIPYroTo OKO.

3aTBopete 100pe TyOaTa BeaHara ciea ynorpeoa.

M3non3BaiiTe camo e/1Ha ¥ cblua Tyoa.




Axo TOBPEKC ma3 3a 0uH He DONAAHE B OKOTO, ONIUTAHTE OTHOBO.

AKO cTe MOCTARHJIK noBevde oT Heo0xoauMoTo KoauuectBo TOBPEKC ma3 3a oun, H3ninakHere
1HJIOTO KOJIMYECTBO OT OKOTO/OUHUTE € TOru1a Boaa. He ce ouakBaT HexenaHHW peakunu. He nocrassiite
MoBeYe Mas 3a OMH, 0KaTO HE aoiae BpeMe 3a Bawara cnegpaiua obuuaiHa no3a.

Ako cte nponycHanu aa nocrasure TOBPEKC ma3 3a oun, npoasikere cbe cneapamara A03a, KaKTo
e raHupaHo. Ako obaue Beue € BpeMe 3a ClIeABallaTa A03a, PECKOYETe APOIyCHATATA U CE€ BbPHETE KbM
Baumara oOuuaitHa cxeMa Ha go3Hpane. He nocrapsiite nBoHHa 1034, 3a 1a KOMIEHCHpaTe NpoIlycHATaTa.

AKO UMaTe HAXAKBH AOITbJIHUTEHH BbIIPOCH, CBbP3aHU ¢ ynoTpedaTa Ha TOBa JIEKAPCTBO, MOMUTANTE
Bawing nexkap unm ¢gapMaLeBT.

4, B13MOKHH HeXKENAHH PEAKIIKH

KakTo BCHUKH JICKApPCTBA, TOBa JICKAPCTBO MOXKE Aa MNPpCAU3BHKA HOXKC/TAHH PCAKUHH, BBIIPCKH UC HC
BCCKH I'Hd I10J1yHaBaA.

CneaHHuTe HexeNlaHU peakuuM ca Habmopaeanwn npu ynotpedara Ha TOBPEKC ma3 3a oum:

YecTr: mooce 0a 3acesnam 0o 1 na ecexu 10 oywiu
o EdekTH, CBbpP3aHU C OKOTO: OUEH JUCKOMPOPT, 3a4EPBABAHE HA OKOTO.

HeuecTH: Moorce 0a 3aceznam oo 1 na ecexu 100 oyuu

o FEdekTH, CBbP3aHH C OKOTO: Bb3MANEHHE HA OYHATA NOBLPXHOCT, YBpEXJaHE HA
pPOTOBHMLATA, HAPYILIEHHUE HA 3PEHHETO, 3aMbIIEHO 3pEHUE, MOJIYBAHE HA OKOTO M KJIenaua,
3a4epBABAHE HA KIi€nava, CyxoTa B OKOTO, YBEJIHUEHO C/Ib300TACNAHE, 00/Ka B OKOTO,
OYEH CBPOEK, OUEH CEKPET.

o EdekTH, CRbp3aHH C LUECIHUA OPraHU3bBM: aneprus (CBPbXUYBCTBHTEIHOCT), rarobone,
yPTHKapHi, Bb3MaJICHHE Ha KOKaTa, HaMaleH PacTeX WIH Opoil Ha MUrauTe, 3aryba Ha
MMCMEHTALIUA Ha KOXKaTa, Chphei, cyXxa Koxa.

C Hen3BeCTHA YeCTOTA: Yecmomama He Moxce 0a 0b0€ OYeHEeHa om HATUYHUME OAHHU
o EdexTH, cBbp3aHU ¢ OKOTO: OUHA Aleprud, Ipa3HEHe B OKOTO, Chpbek Ha Kienaya.
o EdexrH, CBBpP3aHNU ¢ LUENA OPraHU3bM: CEPHO3HA aJIEPrivHa peakura, Cepuo3Ha KOXKHa
peakLus (CHHAPOM Ha Stevens-Johnson, epureMa myntugopme), oOpuB.

CrnobniapaHe HA HEXKEIAHH PEAKIIHH

AKO MONYYHTE HIKAKBH HEXKENAHH JIEKAPCTBEHH peakLuM, yeeaomere Bawius nekap unu dapmaliesT,
Tosa BKJIIOYBA BCHYKH Bb3MOXHM HEOTIHCAHM B Ta3M JTHUCTOBKA HEXENAHH PpeakuMHu. MoxeTe Chllo aa
CHOOLIHTE HeXKEeTaHW PpEaKLMH AUPEKTHO upes:

H3nbiHWTENHA areHUMA 110 IeKapcTBaTa
yi. ,,Jdamsax I'pyes” Ne 8
1303 Codus

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

Karo chobmiaBaTe HexXeNnaHH peaklUd, MOKETE Ja JaA€Te CBOA NPUHOC 3a MoJyYas
WHdOpMaLMS OTHOCHO De30MacHOCTTa Ha TOBA JIEKApPCTBO.



5. Kak ga cpxpanasare TOBPEKC Ma3 3a oun

Jla ce chxpaHsBa Ha MACTO, HEOCTBITHO 3a AELA.

He w3nonssaiiTe ToBa JIEKAPCTBO CNeJl CPOKA HA FOAHOCT, OTOENA3aH BLPXY TyDaTa H KapTOHEHATa
onakoska ciel “['oaeH 10”. CpoKbT Ha rOJHOCT OTroBaps Ha NOCAEAHHMA [IeH OT [OCOYEHUs MeceLl.

TybaTa TpsaOBa A2 ce H3XBBLPAH 4 CeAMUIH CJ1¢X MBPBOTO OTBAPAHE, 3a 1a ObaaT uzberHaTu
€BEHTYaAHH HH(EKIIUM.

Jla ce cpxpansga noa 25°C.,

,[la HE CC ChXpaHABa B XJIAAWJIHHK.

I[ﬂ C€ CbXpPaHABA B IIABTHO 3aTBOPCHA OIIAaKOBKA.

He u3xsupnsiite nekapcTrara B KaHa/IM3aLMATa UK B KOHTEHHEpa 3a JOMaLHHY oTnaabuK. Ilonuraiite
Baiwns dapmaLieBT Kak ga H3XBBLPIIATE NIEKApCTBATa, KOMTO Be4e He U3MoJ3BaTe. Te3u MEPKH Lile
CMOMOTrHAT 3a Ora3BaHe Ha OKOJIHATa cpeja.

6. ChabpKkaHHe HA ONAKOBKATA H JONBLJHHTEIRA HHPOPMALHA
Kaxeo cpabpxka TOBPEKC ma3 3a oun

- AKTHMBHO BewlecTBO: ToOOpaMHUMH. EquH rpaM Mas cbabpka 3 mg toOpaMMLMH.
- Jdpyru cuxcTaBku: xnopodyraHon; TedeH napaduH (MUHEPAITHO MAco) U O4J1, MeK napadHH.

Kak nirnexaa TOBPEKC ma3 32 04s B KAKBO ChABPXKA CNIAKOBKATA

TOBPEKC ma3 3a ouM € 6512 10 noutu 64/1a XOMOreHHa Ma3s, KOATO ¢€ AOCTaRA B ONAKOBKA, ChIbpKallla
Ty6a oT 3,5 g ¢ MIacTMacoB HakpalHHUK W IU1ACTMACOBA Kanauka.

IIpaTexarTen HA pa3pelleHHETO 32 YynoTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Hpnanaus

[IponssoauTen

Novartis Manufacturing NV
Rijksweg 14

2870 Puurs-Sint-Amands
benrus

Siegfried El Masnou, S.A.
Camil Fabra, 58

El Masnou, 08320
Barcelona

Hcnauna




Novartis Pharma GmbH
Roonstrasse 25

90429 Nuernberg
['epmanHus

3a jombJHUTEIHA HHPOPMALIUA OTHOCHO TOBA JIEKAPCTBO, MOJIs, CBBLPIKETE CE C JIOKAJIHHUSA T1PEICTABUTE]]
Ha MPUTEXKATENS HA pa3pelleHUeTo 3a ynorpeoda:

bbarapus

Novartis Bulgaria EOOD

Oya. Hukona Banuapos Ne 55

EKCIIO 2000, crpana 4, eT. 4

Cocdus 1407

Te.: 02/489 98 28. daxc: 02/489 98 29

JlaTa Ha mocyie/IHO npepasriexjaane Ha aucroskara 01/2025




