JIncropka: nudopmanus 3a noTpeduTens

Mukoaeden 8% neuyeben 1ak 3a HOKTH
Mycodefen 8% medicated nail lacquer

uuknonupokc (ciclopirox)

IIpoyeTeTe BHHMATETHO LAJIATA JHCTOBKA, MPEIH A 3al04HeTe A H3NO0J3BATE TOBA

JIEKapCTBO, Thil KATO TH ChABP:KA BaskHa 32 Bac unpopmanus.

- 3anasete Tazu MCTOBKA. Moske Aa Ce HAJIOKH [a 1 MPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH NOMbLJIHUTEHH BBIPOCH, NonuTaiiTe Bawua nekap, gapmalesT nian
MEIULHHCKA CECTpa.

- AKO noJlyunTe HKAKBY HEXKETAHH IEKAPCTBEHH peakuuu, yBeaomeTe Baums nexap,
(apmaueBT i MeMUMHCKA cecTpa. ToBa BKIIIOUBA M BCHUKH Bb3MOXKHH HEXCEJIAHH PeaKLiiH,
HEOMHUCAHH B Ta3H NUCTOBKA. Bikre Touka 4.

N3NLJIRATENHA ATEHUNR MO NEKAPCTBATA
Nucmobka - Mpunoweiie 7

Kakgpo ChAbPKA Ta3H JIHCTOBKA:

1. Kakso npeacraensBa MukonedeH  3a KakBo ce H3M0J13EA 77

2. KakBo tps6Ba na 3Haete, npeau aa usnosnzsate Mukoneiisu Poz. A L .
3. Kak ga uznonssare Mukozneden Paapewerue M

4.  Bb3MOXHM HEKETaHU peaKLiiu 09 -07- 2024
5 Kaxk na cbxpanssate Mukozeden BGMAMP - .....oooe ol iiicdd oo
6. ChbabprkaHHe Ha OMAKOBKATa M AOMbIHUTEIHA Lmd:opmali@ooﬁ,fm N Io LS A oo
1.  Kaxso npeacraBnssa MukoaedeH u 3a KaKBO ce H3M0J13Ba

MukonedeH 8% neueben nak 3a HOKTH € MpeIHa3HAYEH 3a JIEUEHHUE HA MLOUUHH UHBEKLMH Ha
HOKTHTE.

AKTHBHOTO BELUECTBO UMKIOMUPOKC MPOHUKBA NPe3 HOKbTHATA IIOUKA M OKa3Ba BYHIHLMACH edeKT
BBbPXY BCUUKH OCHOBHH MPUYHHUTENH HA IbOUUYHY 3a00NIBaHKS 110 HOKTUTE.

2. Kakgo Tpa6sa 1a 3naere, npenu na u3uoissare Muxogeden

He n3nonsBaiite Muxoaeden:

- aKO CTe aJISPru4HH KbM aKTHBHOTO BELLECTBO MITH KBM HIKOS OT OCTAHAJIMTE ChCTABKH Ha
MuxkoaedeH (u30poeHu B Touka 6);

- npy neua;

- 0 BpeMe Ha OPEMEHHOCT U KbPMEHE.

O6bpHeTe cnenuaino BHHMaHHE NPH ynoTpebaTa aa Mukoaeden
['oBopere ¢ Bawuus nexap, GapmaiesT UM MeMLIMHCKA CeCTpa, NPey Aa u3non3sate Mukonede.
[Ipoabmxurennara ynorpeba Ha MPOAYKTH 32 JIOKAJIHO IPHIOKEHHE MOXKE Ja OBEE 10 NOsABa Ha
CBPBLXYYBCTBUTEITHOCT MJIH Ha HEXeENaHM peakUMH. B Te3u ciyuau ynorpebara Tpsbsa na ce
TNIPeYCTaHOBH M /1a CE NPEANPUEMAT aIeKBaTHH MEPKH 3a JIEYEHHE.

Ha ce n36srea KOHTAKT C NTUTABULIUTE U OUMTE.

HombIHUTENHUTE XMIMEHHH MEPKH, PEMOPBYAHHU OT JIeKaps, Tps6Ba Ja Ce cra3BaT CTPUKTHO.
Cren npunarane Ha JIeKapcTBOTO, PbLETE 2 C& M3MUAT CTAPATEITHO.

He ce npenopnbusa ynotpebara Ha nekopaTHBEH Jlak W ApYTH KO3METHYHH NPOAYKTH 33 HOKTH M0
BpEME Ha JieueHHeTo ¢ Mukoaeden Jax.

Jdena n oHOm K
Mukopeden nak 3a HOKTH He TpAGBa 4a Ce M3MOJ3BA NMPH [ELa U FOHHUIM, TOpaH Ji
NOCTaTbYHO KJIMHHYHH JAaHHH.




bpemennoct, kbpmeHe u pepTHANTET

Ilpunoxennero Ha MukonedeH s1ak 3a HOKTH He ce NPenopb4Ba N0 BpemMe Ha GPEMEHHOCT U KbpMeHe,
Nnopajiy UNca Ha IJIMHHYHHU NaHHH,

Ioceeersaitte ce ¢ Bawns nexap unu apmavest npeau yrnotpefara Ha KOETO U Ja € 1eKapcTBO.

IIopupane u paGora ¢ MamIMHK
Hsawma cbo01ueHus 3a Ba1sHHe Ha JIEKapCTBOTO BbPXY CMOCOOHOCTTA 3a WwodupaHe H paboTa ¢
MallUWHH.

3. Kak ga uznonsare Mukoneden

BuHaru usnonssaiite ToBa JieKapCTBO TOUHO KaKTO € ONMKMCAHO B Ta3W JIMCTOBKA HITH KakTo Bu e kazan
Bawuuar nekap, hapMaLeBT WK MEIULIMHCKA CECTpA.

Axo He e npeanucaHo apyro, MukonedeH ce HaHACA HA THHBK C/IOM:
- LpES 4811 10 BPEME LA 1ITLPBHS MCCCLL

- MOHE [1Ba TbTH CEJIMMYHO Mpe3 BTOPHS Mecel H

- BEOHBXK CCAMHYHO OT TPETHS MECel| HATATHK,

[IpoabmKHTeNnHOCTTA HA NEYEHHETO 3aBUCH OT TEXKECTTa 11a MHDEKIMATA, HO He TPAOBA 14 HAABHMLIABA
neueBHUA nepuod oT 6 Mecela.

LlayuH Ha npunoxeHue:

[Ipenu mbpeoTO Npuarane Ha MukonedeH 1ak, ¢ HOXHLA WK €THONIOCOUHA MKJA TPsAGBa Na 6bae
IpeMaxHaTO Bb3MOXKHO Hal-roiMO KOJUYECTRBO OT 3aCErHATHS HOKBT.

[la ce u3n0138a MapKUpaHa NHJIa 38 3aCETHATHTE HOKTH M HAHECEHUSAT JIAK JIa Ce OTCTPaHSBA BEIHBIK
CeIMHUYHO ¢ JlakouucTuTel. [1o Bpeme Ha Tas nNpoLeaypa [a ce MpemMaxBa i Bb3MOXKHO Hal-roasmMo
KOJIH4ECTBO XUIIEPKEPATO3EH CJIOH OT HOKHTHATA [II0YKA.

AKO ME&X[y 1BE HAHACAHHSA JIAKOBUAT CJIOM € yBPElIeH, € HAITLIHO A0cTaThuHo MukonedeH aa ce
HaHece MOBTOPHO BbPXY HapYLIEHHUTE MECTA.

Crien Beska ynotpe6a ce npenopb4Ba MIbTHO 3aTBAPAHE HA KATAYKATA, 33 [a CE H30erHe H3ChXBAHETO
Ha pa3TBOpa.

Ha ce n3bsarea KOHTaKT Ha YeTKaTa ¢ OTBOpA Ha OYTHUIIKATA, 3a /1 Ce MPEJOTBPaTH 3a/IENBAHETO Ha
Karnaukara.

Kak Moxere 10MbIHHTEIHO 12 NOANOMOTHETE JIe4eHHETO

Wzbsarsaiite 001eKs10 UK 06yBKH, 3aIbPIKALIM TOIIMHATA U BIlaraTa.

Hpu rebuuno 3abonssane Ha Kpakara TpsOBa MO Bb3MOXKHOCT /4 MA3UTE 06YBKMTE CH OT 3apa3siBaHe.
ToBa MoxeTe 1a ce NOCTHIHE C HANPBCKBAHE Ha AHTUMUKOTHYHA Myapa B o0yskurte. Ipu Haii-
MaJIKOTO MOJO3PEHHUE 3a NOHOBsABaHE HA nHEKLMATA, TPIOBa Ja noTbpcute Bamus nekap.

AKO CTe H3MO0/I3BAJIH II0BEYe 0T HeOOX0HMOTO KO/IMYecTBO MuKoaeden
He ca noknanpaxu ciyuau Ha npenosupa-e.

AKo cTe nponmycHaH Aa H3noJi3Bate Mukoaegen

He ynotpebssaiite neoiina 103a, 3a ja KOMIEHcHpare npomycHaTara. [[poab/mKeTe JeUeHHeTo, KakTo
¢ npenopb4ai BaiuwnsaT nexap, papmaleBT Uiy MeIMIMHCKA CECTPa, MM KAKTO € OIIMCAHO B TOUYKA 3
ot Ta3u siictoBka (Kak na m3nonsare Mukoaeden).

AKoO cTe cnipesin ynorpedara Ha Muxoaeden
Axo cTe npekpaTHin ynorpebara Ha Mukoneden npeau HokTuTe Bu a2 ca ce M3uucTHIM Miau npeau
BBHIUHUAT UM BUJ 1 € 3HAYUTESTHO NOJ0OPEH U J]a € NOHUKHAJ 3/IpaB HOKBT, MbOHH WW
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AKO MmaTe HAKAKBH NOMBIHUTENHH BBIIPOCH, CBbP3aHHW C ynoTpebara Ha TOBa J
Bauiws nexap, papManeBT uin MeUMLMHCKA CeCTpa.



4. Bb3MOKHH HEXeJIAHH PEAKUHH

KakTo BcHKM nekapcTna, MukonedcH MOXKC Ja MPCAH3BHKA HCXKCNAHH PEAKLIMH, BLIIPEKH Ye He
BCEKM I'M MOTy4ara.

B otaentun ciyyaun, no Bpeme Ha fiedeHue ¢ MukogedeH Jlak 3a HOKTH, € Bb3MOXKHO 3a4€pPBIBAHE U
JIOLIEHE HA KO’KaTa OKONO 3aCErHaTUsl HOKbT.

B penku ciyuan moske 1a HACTBIH allepruyueH KOHTAKTEH IEPMATHT.

AKO HAKOS OT HEXENaHNTE IEKAPCTBEHH PeakLWH CTaHe CEPHO3HA, MU 3a0eNIexuTe OPYTH,
HEONMCAaHH B TA3H JIMCTOBKA HEXKE/IaHU PEaKLMM, MONIS yBeaoMeTe Bawuus nekap uiu gpapmatesr.

CrolmaBane HA HeKeJIAHH PEAKIHH

AKO NoJTy4uTe HAKAKBH HEXeENaHH JIGKapCTBEHU peakuuH, yBenoMeTe Bawus nexap, papMauesT unu
MeIHLUHHCKA cecTpa. ToBa BKITIOUBA BCHUKH Bb3MOXKHH, HEOMUCAHW B TA3U JTMCTOBKA HEXeNaHH
peakuun. MoxeTe Chilo Aa CbOOLIUTE HEKENAHU PeakLHK AUPEKTHO Ypes ManhiHuTeiHa areHuus no
JiekapeTeata, yi. ,,Jlaman ['pyes” Ne 8, 1303 Codus, Tesn.: +35 928903417, yeGeaiit: www.bda.bg.
Karo cbobuiaBate HexkenaHu peakLiU, MOXeTe [a IaeTe CBOs MPUHOC 3a MOJTy4YaBaHE Ha MOBEUE
unQopmanms OTHOCHO 6e30MacHOCTTa Ha TOBa JIEKAPCTBO.

S° Kak na enxpansBare Muxoneden

CobxpausBaiiTe Ha MACTO, HEAOCTBITHO 3a Jelia.

‘To3u nekapcTBEH NMPOLYKT HE H3UCKBA CMIELMATHH YCIOBHS Ha ChbXPAHEHHE.

Cpok Ha ronHOCT crieq MbPBO OTBapsiHe Ha OyTUiIKaTa: 6 Meceua.

Jpbxre GyTHIIKATa NIBTHO 3aTBOPEHA, 38 [1a Ce U30erye W3cyliaBaHeTo Ha pa3TBOpa.

He u3nonzeaiite ToBa JICKApCTBO CJied CPpOKa Ha roAHOCT, IMOCOYEH Ha OrnakKoBKaTa. CpOK’bT Ha
FOAHOCT OTroBaps Ha NOCACOHUS ICH OT MOCOYEHUA MECELL.
To3u [IPOAYKT € 3alajiuM. C’bXpaHﬂBaFITe Aajie4 OT U3TOYHULIM HA TOMIIUHA U OTKPUT Or'bH.

He u3xpbpnaiite nexapcrpara B kKaHAIM3aUMATA WITH B KOHTEHHEPA 3a JOMALIHY OTNAABLH.
[TonuTaiite Bawus dbapmaliesT kak na U3XBbPIATE JeKapcTBaTa, KOUTO Beue He n3monssare. Te3u
MEPKH 1IE CMIOMOTHAT 3a ONIa3BaHe Ha OKOJIHATA Cpeaa.

6. Coappxanue H2 ONIAKOBKATA H AONBbJIHMTE]HA HHPOPMANHS

Kakgo coabpxa Muxoneden
- AKTHBHO BEILIECTBO: LIMKNOOUPOKC (ciclopirox)
- Jpyru CbCTaBKH: MOJMMEDP HA METOKCHETEH C MOHOOYTUIIOB eCTep Ha 2-6yTeHaHo010Ba
KHCE/IMHA 1:1, eTu aueraT, H3OMPOMUIIOB aNKOXOJ

Kak n3rnesxkna MukoaedeH n KakBo CbIbpKa ONAKOBKATA
Mukoneden e 6ucTbp, Ge3LBeTeH 10 Jeko )bt pasteop. [Ipeniara ce B 6yTH/IKA OT ThBMHO CTBKJIO €
Kanauka Ha BUHT M 3aKPEreHa KbM Hesl YeTKa-aruiiKaTop.

MuxoznedeH nak 3a HOKTH ce npezJara B onakoBku ot 3,3 ml u 6,6 ml.

He Bcuuku BUIOBEC OMAKOBKH MOrart aa 6’I>,ElaT [IyCHaTH Ha nasapa.

IlpuTeskaTen Ha pa3pelieHHeTo 3a ynorpeba
EKO®DAPM I'PVIT AT

yn. AtaHac [{lykos Ne 29, er.3

1407 Codus, bvnrapus




ten.: (02) 906 90 70
dakc: (02) 906 90 71

Ilpon3BonnTe/in

Doppel Farmaceutici S.R.L.
Via Martiri delle Foibe, 1
29016 Cortemaggiore (PC)
Uranus

Qualimetrix S.A

579 Mesogeion Avenue
Agia Paraskevi

Athens 15343

I'epuus

3a IOMBLIHUTENHA HHGOPMALIHS, OTHOCHO TOBA JIEKAPCTBO, MOJISi CBLPIKETE CE C NPUTEXKATENS Ha
paspewieHureTo 3a ynorpeba EKO®APM I'PVIT AL,

I[aTa Ha HOC/ICAHO Npepa3rjiekAane HA JJACTOBKATA

Maii 2024
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