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3¢ cJQuaV

JIncroBka: nupopmanus 3a norpedHTEA

~&rygse 100105

TOBPEKC" 3 mg/ml kanku 3a o4um, pasrsop
TOBREX" 3 mg/ml eye drops, solution

ToOpamuiMH (tobramycin)

[IpoueTeTe BHHMATE/IHO NAJIATA JJHCTOBKA, NIPE/IH /12 3aM0YHETE /1a H3M0/13BaTe TOBA JIEKAPCTBO,

Thii KATO TH Ch/AbpPAKAa BakHa 3a Bac nundopmanns.

- 3anaszere Ta3u aucToBKa. MOXKe /1a ce HAJIOXKH J1a s PoUYeTeTe OTHOBO.

- AKO MMaTe HAKAKBH JIOITbJIHUTEIHH BLIIPOCH, nonuraiite Bawus nekap uiau papmauesr.

- Tora nekapcTBo € npeanucaHo JiMuHO Ha Bac. He ro npeorcrbnBante Ha apyru xopa. 1o moxke na
WM HaBPEJIM, HE3ABUCUMO Y€ MPU3HALIMTE HA TAXHOTO 3a00IsBaHe ca chlMdTe KaTto Bature.

- AKO MNOJIYYHTE HAKAKBH HEXKEJIaHH peaklMH, yBeaomere Bawius nekap win ¢papmauent. Tosa
BKJIIOYBA W BCHUKH Bb3MOKHH HEXKEJIaHW PeakLiMK, HEONMCAHH B Ta3u JIMCTOBKA. BukTre TOuKa 4.

KakBo cbabpKa Ta3H JIHCTOBKA

Kakso npeacrasiaspa TOBPEKC kanku 3a 04 M 3a KakBO € M3I10J13Ba

l.

2. Kakso tpsabsa na 3naere, npeau aa u3nonssare TObBPEKC kanku 3a ouu

3. Kak na u3nonssare TOBPEKC kanku 3a oum

4. Bb3MOXKHH HEXKEJIAHH PeaKLUH

5. Kak na cexpansiate TOBPEKC kankwu 3a oum

6. CbabpkaHHe Ha ONAKOBKATa M J1I0MbJIHUTEIHA HHPOpMaALIHS

L. Kakgo npeacraBiasgsa TOBPEKC kanku 3a o4 H 32 KaKBO ce H3110/13Ba

Kakso npeacrasiasiBa TOBPEKC
TOBPEKC kanku 3a 04¥ € aHTHOMOTHK, KOHTO Ch/IbP’Ka aKTHBHOTO BELLECTBO, HAPEYEHO TOOPAMHILIMH.
TobpaMuMH € aHTHOUOTHUK, NPUHAUIEKALL KbM KJIAC aMHHOTJIHKO3H/IH.

3a kakBo ce uinoaisa TOBPEKC
TOBPEKC kanku 3a o4uM ce U3110/13Ba 3a JieueHue Ha OakTepraaIHi HH(EKIIMK Ha BbHIIIHATA 4acT Ha
OKOTO, MPUYUHEHH OT OaKTepuH, YyBCTBUTE/IHH KbM TOOPAMHMLIMH, NIPH BH3PAaCTHHU M Jiela Hall | roamHa.

Kak neiicrBa TOBPEKC
TOBPEKC karnk 3a 0uM JIciCTBa KaTo criomara 3a yOupaHeTo Ha MUKpoOHTe (0aKkTepuH), KOMTO
NMPUYHUHABAT HHPEKLIUH.

Ako umare BbNpocH 0THOCHO aercTBHeTo HA TOBPEKC wam 3amo Bu e npeanucaso Tosa J1iekapcTBo,
nonuraite Bawus nekap uau ¢papmauesr.
2. KaxBo TpsioBa 1a 3uaere, npeau aa ndnoassare TOBPEKC kankn 3a oun

CneagaiiTe BHUMATEIHO BCHUYKH MHCTPYKIIMM Ha Baiwuus nekap. Te Mmoxke j1a ce pa3znnuasar ot o0uiara
nHdopmaLMs, ChAbprKallla Ce B Ta3H JIMCTOBKA.

He n3nosBatite TOBPEKC kanku 3a ouH
- @Ko CTe aJIepruyHH KbM TOOPaMHULIMH WK KbM HSAKOS OT OCTAHAJIUTE ChCT
(n306poeHH B TOYKa 6).



[Ipeaynpexaenns B NpeAna3Hy MEPKH

["opopere ¢ Bamung nekap win gapmauesT, npeau aa usnoaizsate TOBPEKC kanku 3a oun, ako Hakoe ot

H3bpoeHUTe ce 0OTHacs 3a Bac:

¢ AKO nojly4yaBaTe anepriyHy peakuuu npu u3non3eadeto Ha TOBPEKC kanku 3a ouu,
npeycraHoBeTe ynorpebara U ce koHcyaTupaiTe ¢ Bawns nexap. AneprudHuTe peakiii Morar Ja
BapHUpaT OT NOKAIH3UPAH CHPOEX WM 3a4epPBABAHE HA KOXKATA A0 TEXKKH aANEPrudHH peakumH
(aHahWIaKTHYHA peakLMs) WIH CEPHO3HH KOXHH peakUuHH. TaKHBa alepruyHy peakUHi MOXeE J1a
Ce MOAYYaT U NPH W3NON3BAHETO HA APYTH AHTHOHOTHLIM 32 JIOKATHO UK CUCTEMHO TNPHIIOKEHHE
OT cbUIaTa rpyna (AMHHOTIHKO3HKH).

. [TocbBeTBaiiTe ce ¢ Bawusa nekap, ako U3non3sare U Apyro aHTHOMOTHYHO IEUEHHE EIHOBPEMEHHO
¢ TOBPEKC kanku 3a oum.
) Koncynrupaiite ce ¢ Bauns nexkap, ako HMaTe WiH CTe€ HMaJH CbCTOAHHA KaTO MHACTECHHA MPaBHC

(HEBPOMYCKY/THO HAapYLLEHHE, KOETO IPHYMHABA CNaboCT HA CKeMeTHATa MyCKYNaTypa) Hin bonect
Ha [TapKHHCOH (NpOrpeCHBHO HapyLIEHHUE HA HEPBHATA CUCTEMA, KOSTO 3acira ABHKEHHETO).
AHTHOHOTHLKTE OT TO3W BHJ MOTaT Aa 3aaba0o4yaTt MycKy.HaTa cnabocT.

® AKO CHMNTOMHTE BM ce BAOWIAT WK BHE3AMHO € BB30OOHOBAT, MOJIA KOHCYITHpalTe ce ¢ Bawus
nekap. Ako usnonisare TOBPEKC kanku 3a oun npoab/nKHTENHO BpeMme, Bue Moxe na craHere
MO-MoAaT/IMBH KbM O4HH WHOEKLHUH.

Jena (na snipact Haa 1 roauna)
Moxete aa nanon3eare TOBPEKC kanku 3a ouu 3a BaweTo aere, ako TO € Ha Bb3pacT | roanHa Wi rno-
ronaMo. TOBPEKC He ce npenopbusa 3a Aewa Ha Bb3pacT noa | roausa.

IlanueHTH B cTApuecKa Bb3pacT (Ha u HaA 65 roaguHn)
Mosxerte na ninonissatre TOBPEKC kanku 3a ouM, ako ¢Te Ha Bb3pacT 65 roWHK WK NoBeye, B ChlaTa

1033, KaKTO MPH BbL3PacTHH.

HApyra aexapersa # TOBPEKC kankn 3a oun
Tpa6pa na kaxere Ha Bauuuns nexap wniv ¢apmaLeBT, aKO H3M0A3BATE, HACKOPO CTE H3MON3BAIM WIIH €
Bb3MOXKHO 13 M3MOJN3BaTe APYrH JIEKapCTBa.

BpeMeHHOCT H KbpMEHE

Ao cTe OpeMeHHa WIH KbPMHTE, CMATaTE, Y€ MoxXe Ja cTe OpeMeHHa Win aHupare 6peMeHHOCT,
nocwLBETBalTe ce ¢ Bawna nekap unu dapmauesT npead ynorpebara Ha Tosa nekapcteo. [1o Bpeme Ha
6pemenHocT TOBPEKC kanku 3a oun Tpabea na ce U3No/13Ba ¢aMo, aKO HAUCTHHA € HeOOX0IHNMO.

Illopupane u pabora c MAIIKHH
Bu3MoxHo e, HenocpeacTeeHo cnea nocraeaHeTro Ha TOBPEKC kankH 3a ouwm, A1a ce nosBH KpaTKOTpanHO
3aMbriisBale Ha apeHHeTo. He modupaiite v He paboTeTe ¢ MalLliMEH, JOKATO 3peHHETO By He ce nposcHH.

HoceneTo HA KORTAKTHH JICIllH HE Ce npenopr4Ba o BpeMeE Ha JICUHCHHE HA HH(bCKU.HH Ha OKOTO.

TOBPEKC kankn 32 09H CbABPKA O€H3AIKOHHEB XJIOPHA

Toga nekapctBo cbabpka 0,1 mg GeHzankoHMeB XJIOpUA BbB BCEKH ml.
BeH3aIKOHHEBHAT XJIOpHI MOXKE Aa ce abcopbrpa OT MEKHTE KOHTAKTHH JIELH H MOXKE [1a MPOMEHH LBETA
Ha newwuTe. TpsaOBa na cRanMTe KOHTAKTHUTE JIEILK Npean ynoTpedarTa Ha TOBaA IEKAPCTBO M J1a H34aKaTe
noHe 15 MUHYTH NpEaH aa ru nocTtaBuTe OTHOBO.

BeH3aIKOHMEBHST XN0PH/] MOXE CHILO 12 PUYMHH APa3HEHE HA OUUTE, OCODEHO aKO UMATE ,,CYXO

OKO* WM HapylUeHHe Ha POroBHlaTa (Npo3payHus CNOH B MPEAHATA 4aCT Ha OKOTO). AKO
HeoOuualHO yceulane B OKOTO, KaTo napeHe Win 6onka B 0KOTO criefl ynorpebarta Ha
rosopere ¢ Bammsa nexap.




3. Kak n1a m3nousare TOBPEKC kanku 3a oun

Bunaru u3nosspaire TOBa JIEKapCTBO TOYHO KakToO BH e ka3zan Bawmar nekap. AKO He CT€ CHI'YPHH B
Hewlo, nonutaiTe Bawius nekap win apmaliesr.

He naasuinasaiTe npenopbyaHara 103a, Kosto Bu € uznucan Bawmsar nekap.

Koako TOBPEKC kanku 1a u3no.s3sare

[IpenopbumnTennara no3a (npy Bb3pacTHU M ela Hall | roauHa) e:

[1pu neku 10 ymepeuu uHdexkunun, oOnyanHara 103a € | ian 2 Kanky B 3aCErHaToTo 0Ko (04YH) Ha BCEKH
YETHPH Haca.

[Tpu Texxkn nudexumnun, obuainHara j103a € 1 win 2 Karku B 3aCerHaroro oko (O4M) Ha BCEKH 4yac, J10KaTo
ce 3a0esnexu noo0peHne; HamasaeTe YeCcToTara Ha MPUII0KEHHE TPE/IH J1a NPEKPATHTE JIEHEHHETO.
MakcumanHuAT Opoit Kanku, KOUTO MOTaT /1a e NOCTABAT Ha JIeH, ca 14 Karku rnpu jiela Ha Bb3pacT

ot | 10 <2 roauuHu U 46 Kanku npu aeua Ha Bb3pact ot 2 10 <12 roauuu. Ilonuraire Bawma nekap, ako
MMaTE BBITPOCH.

OO6uuaiHaTa NpoAbJLKMTENIHOCT Ha JeyeHueTo € 7-10 gquu. I1poab/uKuTeIHOCTTa Ha JICYEHHUETO € 110
npeleHka Ha Batuuns nekap.

Bawuar sekap e Bu kaxke TOUHO KOJKO TpsOBa J1a U3M0JI3BaTE BCEKH JIEH.

Kak n1a msnoussare TOBPEKC

Cnen karo Kanaykara Ha OyTH/IKaTa e CBajleHa, ako 3aLMTHUAT NMPBLCTEH € XJ1abas, MaxHeTe ro, npe/iM j1a
U3I10/13BaTe MpPO/IyKTa.

Usnomszsaiite TOBPEKC kanku 3a oud camMo 3a HakaneaHe BbB Baluure oum.

Biemere 6yrnikara TOBPEKC kariku 3a ouu m orjie1ano.

HU3muiiTe cu poLeTe.

OTBbpTeTE Kana4kara.

JlpbkTe OyTHIKATa, HACOUEHA HAJI0J1y, MEXKY Nnajeua u cpeaHus npuet (purypa l).

Haknonere rnasara Ha3ajl. PazTBopete kienava ¢ NOYMCTEHHUs Beye MPbLCT, Taka ye Jla ce odpasysa

715k00° Mex1y Hero ¥ okoto. Kankara TpsOBa 1a nornajaHe MMEHHO Ha ToBa MACTO (urypa 2).

6. [IlpubGnwmkere aruiMkaTopa-kankomep Ha OyTuikara 01M30 10 0OKOTO. M3no3BanTe oriaenanoTo, ako
ToBa Bu ynecHsBa.

7. 3a na ce u3berHe eBeHTYaJIHO 3aMbpPCSBaHe, BbPXbT Ha alyIMKaToOpa-Kankomep He TpsaOBa j1a ce
JOKOCBA /10 HUKAKBH NMOBBbPXHOCTH. Chbl110 TaKa, BLPXBT HA aliMKaTopa-KankoMep He TpsadBa na
BJIM3a B KOHTAKT C OKOTO, ThH KaTO TOBa MOKe /1a IPUYHHH HApaHABAHE HA OKOTO.

8. BuuMaTenHO HaTHCHETE C MoKa3ajiela ocHoBaTa Ha oObpHaTaTa Ha/ 101y OYTHIIKA, 3a J1a U3ITYCHE €/1Ha
kanka TOBPEKC (¢urypa 3).

9. Cnen karo nocrasute TOBPEKC kankwu 3a oud, ocBoboeTe J10/IHKA Kienay, 3a
HEKHO HATHCHETE C MPbCT B BIBJIMETO HAa OKOTO, NpH Hoca (purypa 4). Tosa
TOBPEKC kanku 3a 04M J1a NpeMHHE KbM JAPYTHMTE YaCTH HA TAJIOTO M LIE YB

10. Ako TpsOBa J1a U31o3BaTe KANKHUTE W 3a JIBETE OYH, MOBTOPETE CTHIIKKTE H 3

Wb B WD —




11. INocTraBere kKama4ykaTa M 3atBopere Ao0pe OyTunkara BeaHara cnea ynorpeda.
12. M3non3eaiiTe caMo eaHa M cbiila 6yTHIKA.

AKO H3MO.,13BaTE H APYTH JIEKAPCTBEHN NPOAYKTH 32 04H (KANKH HJIR MAa3), H34aKaHTe 5 MUHYTH
MEXY NOCTABAHETO HA BCAKO OT T4X. Ma3ta 3a ouM TpsOBa Na c€ NOCTABH NOCHEAHA.

AKO KANDKATA He MonajHe B OKOTO, ONHTAHUTE OTHOBO.

AKO ¢Te NOCTABHJIN noBede oT HeobxoaumMoTo xoHYecTBO TOBPEKC xkankn 3a 01H, H3L1aKHETE
LISLAOTO KOIMUECTBO OT OKOTO/OuMTE ¢ ToTU1a Boaa. He ce odaksaT HexkeNlaHHu peakuuH. He noctapaiite
noBeYve KarkH, JoKaTo He aoiiae Bpeme 3a Bawrara cnenpaina obu4vaiiHa nosa.

Axo cre nponycuaan a nocrapute TOBPEKC kankh 3a o4n, npoablkeTe Che Clie/iBalliaTa 1034,
KaKTO € TaHHpaHo. AKo obaue Beue € BpeMe 3a C/I€/BalllaTa 1034, MPECKOYETe NpOITyCcHATaTa v ce
BbpHeTe KbM Bawara oOnuaiiHa cxema Ha qosupaHde. He nocrassiiTe NBoHHa 1033, 32 Aa KOMNCHCHpATe

MpPONyCHATAaTa.

AKO UMaTe HIKAKBU JOMBJIHHATEIHH BBIIPOCH, CBbP3aHH ¢ ynoTpebaTa Ha TOBA JIEKapCTBO, NONMUTANTE
Bamua nekap nnu dapMailesT.

4. B13MOoKHH HeXe/IaHH PEAKNHH

KaxTo BCHUKH JieKapcTBa, TOBA JIEKAPCTBO MOXKE J1a NPEN3BHKA HEXKENIAHN peaKLinK, BbIIPEKH Y€ He
BCEKM ' NOJy4aBa.

CrneaHUTe HEXENaHu peakunu ca HabnroaasaHu npy ynorpedara Ha TOBPEKC kanku 3a oun:

YecTH: mooce oa 3acezvam oo 1 na écexu 10 oywu
e EdekTH, CBBpP3aHH C OKOTO: OYEH JUCKOMPOPT, 3aUECPBABAHE HA OKOTO.

HeuwecTH: vooxce 0a zaceenam 0o 1 na ecexu 100 oywu

¢ Edekt, cBbP3aHH C OKOTO: BB3MANCHHE HA OUHATA NMOBBPXHOCT, YBPEXKAaHe Ha pOrOBULATA,
HapylleHHEe Ha 3pEHUETO, 3aMbTAEHO 3PEHHE, [I0lyBaHE HA OKOTO H Kilenaya, 3auepesaBaHe Ha
KJIenaya, CyxoTa B OKOTO, YBEJIMMEHO CTb300TAENAHE, 60NKa B OKOTO, O4eH ChpOeX, OUEH CEKPET.

¢ Edekrn, cBbp3aHH C LIETHA OPraHM3bM: aneprus (CBpbX4yBCTBUTENHOCT), raBoboIIHe, ypTHKapus,
BB3MAJEHHAE HA KOXaTa, HaMasleH pacTex WK 6poit Ha Murnure, 3aryba Ha NUrMEHTALKMA Ha KOXaTa,

cbpbex, cyxa Koxa.

C HeH3BeCTHA YeCTOTR: Yecmomama He MOXce 0d bvoe oyenena om HaRULHUmMe OaHHU
¢ Edekrtn, CBbp3aHH C OKOTO: OYHA alEPTHi, APa3HEHE B OKOTO, Cbpbex Ha Kienadva.

¢ EdekTH, CBbpP3aHM C LKA OPraHM3bM: CEPHO3HA aTICPruYHa peakuys, CEpHo3Ha KOXHa peaKiinsg
(cuHzpoM Ha Stevens-Johnson, eputeMa MynTudopme), 0bpHB.

Crol0imaBate Ha HEXENAHA PEAKIHH
AKO NONYYHUTE HAKAKBH HEXENIAHH IEKApCTBEHH PEaKkLUHH, yBeaoMeTe Balunsg jiekap WK papMauesT.
Topa BKJIIOYBA BCHUKM Bb3MOXHH HEOMUCAHM B Ta3H JUCTOBKA HEXENAHU peakuyuu. MoxeTe Chilo 1a

CHOOILHUTE HEXKENIaHH peakLHH JHPEKTHO Ypes:




H3nwnHuTENHA areHUMs No JIEKapeTBaTa
ya. ,.Jdaman ['pyes” Ne 8
1303 Codns

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

Kato choOLiaBate HeXXenaHu peakunH, MOXETE 1a [AAETE CBOA NMPHUHOC 3a MOJTYUYaBAHE HA MOBEYE
uH(popMaLMa OTHOCHO 6€30NacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak aa cbxpangpare TOBPEKC kankwn 3a oun

Jla ce cbXxpaHaBa Ha MACTO, HEAOCTBITHO 3a Aciia.

He m3non3BaiiTe ToBa NEKapCTBO CJIEA CPOKa Ha FOHOCT, 0TOEeNA3aH BbpPXY OyTHIKaTa U KapTOHEeHaTa
onakoska ciaea “T'oaeH 20", CpoOKBT HAa FOAHOCT OTrOBapa Ha MOCNEAHHA I€H OT NMOCOUEHHUA MECEL,

ByTnakarta Tpa6Ba aa ce H3XBbLPJIH 4 CeAMHIH ¢JIel NLPBOTO 0TBApHHE, 32 1a 0bAaT n3dernaru
€BEeHTYAIHH HHOEKLHH.

Jia ce cuxpanspa noa 25°C.
Jla ce cbxpaHsBa B IUTbTHO 3aTBOPEHA OI1AKOBKa.
He u3xBbpnsiiTe Nekapcrsara B KaHaIW3aLUMATa WIH B KOHTEHHEPA 3a A0MalliHKW oTnaabuu. [lonutakre

Baiuus ¢rapMaleBT KaK a M3XBbPJIATE IEKapCTBaTa, KOMTO BEYE HE U3NON3BaTe. Te3n MepkH e
CNIOMOTHAT 3a Ona3BaHe Ha OKOJIHATA Cpela.

6. CuabpkaHHe HA ON2KOBKATA U JONBJIHHTEIHA HHpopManns
Kakso cpabpxa TOBPEKC kanku 3a oun
- AKTHBHO BellecTBO: ToOOpaMuLMH. EXUH MUIMTUTED OT pa3TBopa ChabpXka 3 mg TOOpaMHULIKH.

- Jlpyru cbetaBku: GopHa kucenuna (E284), 6easoaeH Hatpues cyadar (ES14), natpues xnopua,
TUIOKCANnoN, ODeH3aNKOHKHEB XJIOPHI K NpeuncTeHa Boaa. JlobaBeHH Ca MankH KOJMYECTBA HATPHEB
XHAPOKCH M/ CApHA KMCENTMHA 32 NOUTbPiKaHe Ha HOPMATHH KyCeRHHHH HuBa (pH Hupa),

Kax m3rnexaa TOBPEKC kankn 3a 04H H KaKBO CbAbPAKA ONAKOBKATA

TOBPEKC e TeuynocT (npo3paueH, Gesuperet Ao 6neno #buat vian 6neno xadss pa3TBop) U ce OCTaBA B
OMaKOBKa, ChAbPKAaLa uiacTMacoBa OyTuaka oT 5 ml, ¢ kanauka Ha BUHT CbC 3aLUMTEH NPBCTEH.

IIpuTexaTesi Ha pa3pelIeHHETo 32 ynoTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

HMpnauauns




[IpousBoauTen

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

HUcnanus

Novartis Pharma GmbH
Roonstrasse 25
90429 Nuernberg

['epmanHus

3a J10MmbJIHKTEIHA HHOPMALIUS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKAIIHUS MPE/ICTABHUTE]]
Ha MPUTEKATElIs Ha pa3pelLlieHHeTo 3a ynorpeoda:
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