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JTucroBka: undopmauns 3a noTpebHTeNS

GODYHI'UTEP 5% .1edebden 13K 32 HOKTH
FUNGITER 5% medicated nail lacquer

AMopoagpuH
Amorolfine

npﬂ‘IETETE BHHMATEC/IHO NAJIATA JHCTOBKA, MPEIM A4 3aN0YHETE 14 HII0JI3BATE TOBA IEKAPCTBO,

ThH KaTO TH CHLABLPXKA BAXKHA 32 Bac HnopMauusn.

BuHaru w3nos3Baite TOBa IEKAPCTBO TOUHO KAKTO € OfMCEHO B TalW MHCTOBKA HAM KaKTo Bu e Kaszan

BaiuuaT nekap uiid papMauesT.

- 3anazeTe Talu JHCTOBKA. Moxe 1a ce HATIOXKHU Ja A [poYeTeTe OTHOBO.

- AKO ce HyXadeTe OT A0MbIHUTENHA HHbOpMALMA WITH ChBET, nonuTaiiTe Bawiua papmanesT.

- AKO NONy4YHTEe HAKAKBH HEXEJIAHM peakiuu, yeeaoMere Batuusg nexap unu gapmauest. Toea
BKJIKOYBA H BCUYKH Bb3MOXHU HeXKeJIaHH peakUWH, HEOTTMCAHHU B Ta3d TUCTOBKA. BuxTe Touka 4.

- AKoO cliex 3 Mecela He ce 4yBCTBaTE M0-A00pe UK chCTosHMETO By ce snowu, Tpadea aa
NOTBHPCUTE JIEKAPCKA NOMOLL.

KakBo ¢cbLAbLpKA TA3M THCTOBKA

Kakeo npeacrasnaga @YHIUTEP 5% neyeder nax 3a HOKTH M 33 KAKBO C€ H3MON38a
Kakso TpabBa na 3Haete, npeau aa uinonisate ®YHIMUTEP 5% neyeber nak 3a HOKTH
Kak aa nanonzare DYHI'UTEP 3% neuebewn nak 3a HOKTH

B13MOXKHY HEXETAHH peaKU UK

Kak 1a cexpansapate OYHI UTEP 5% neyeben nax 3a HOKTH

ChabpKaHue Ha ONIAKOBKATA U JOIMBJHHTENHA UHpOpMALIUA

AR il

1. Kaxso npeacrapaasa @PYHI'UTEP 5% neueden nak 32 HOKTH H 32 KaKBO Ce H3NO013BA

GOYHIMUTEP 5% neuebeH nak 3a HOKTH ce W3MOI3Ba 3a JIEYEHHUE HA MbOHYHH HHPEKLUNH HAa HOKTHUTE.

Chbabpka aKTUBHATA CHCTABKa aMOpOA(QHH, KOHTO MPHHAAIEKH KbM IPyNa JeKapcTBa, K3BECTHH KaTo
AHTHUMHKOTHUH. AMOpoiduH yOusa ronsmMo pazHoodbpasue oT rbOUMKH, KOUTO MOTAT A8 [(IPUUHHAT

HH(pEKUHH HA HOKTHTE.

2. Kaxeo TpabBa na 3Haerte, npeau a3 uinoaispare OYHI UTEP 5% neueben j1ak 32 HOKTH

He ninompaiite PYHI UTEP 5% neueden nak 3a HOKTH
- AKO CTE aNepruvyHy KbM aKTHBHOTO BELUECTBO (AMOPONPHH) UITH KbM HAKOE OT NMOMOLUHHTE

ewectsa HA OPYHI'UTEP 5% neuebeH nak 3a HOKTU (436poeHH B TO4Ka 6).

[Ipeaynpexiesdus K NpeaANazHy MEPKH

Tosa nekapcTBO MOXe 13 NPUUUHHY ANEPrUHYHH PeaKuuy, HAKOU OT KOMTO MOraT Ja 0baat Cepuo3Hi. AKO
TOBA Ce CNYUYH, B€JIHAra npekpareTe NPKUAaraHeTo Ha NPOAYKTa, OTCTPaKeTe AeHeOHUA NaK 3a HOKTH ¢
Ipea0CTABEKHTE TAMIOHH 32 MOYUCTBAHE U NOTHPCETE MeduUMHCKa noMoul. [TpoayKkTsT He TpAOBa 1a ce

[pUIara noBTOPHO.

[ToThpceTe CREWHO MEIULIMHCKA NOMOLLL, AKO MMATE HAKOM OT CNEAHUTE CUMITTOMM:
- 3aTPYAHEHO JMILUAHE;




- MOAYBaHE Ha JIMUETO, YCTHHTE, €31Ka UK MbpJl1oTO;
- CHJEeH KOXeEH 00pus.

[opopete ¢ Bawus nekap unu dapmauest, npeay aa usnonspate PYHIUTEP 5% neuedeH nak 3a HOKTH,
aKo:

- CTpaaare OT AnaderT;

- CTe Ha IEHCHHWE NMOopaan C;1ada HMYHHA CHCTEMA,

- MMaTe AoLIO KPpbBOOOpaLIEHHUE B PBLETE H KPaKaTa,

- WMAaTe CEPHO3HO YBpEekaaHe WK HHPEKUNA Ha HOKBTA.

Axo cnyva#itio DYHIUTEP 5% nevebeH nak 3a HOKTH NONAaZHE B OUHTE MM YILUTE, BEIHAra MpOMHUHTE
c Boaa U ce cBbpKeTe ¢ Bauusa nexap unu papmauert. M36arsaiiTe kOHTaKT Ha 1e4ebHHA Nak ¢
nurasuunTe. He ro sauiusaitre. JleueOHuAT nak He TpAOBa Aa C& HAHACH BLPXY KOXKATA OKOMO HOKBTA.
Korato paGordTe ¢ opraHduHM pa3TBOPUTENN (pa3peanTeny, OAN CIHUPT U AP. ). HOCETE HENPOMOKAeMU
PBKABMUM, 3a Ja 3aMa3UTe eueOHUA aKk BbpXY HOKTHTE.

J1eua H IoHOIUH
OYHIUTEP 5% neuebeH nak 3a HOKTH HE CE& NPENOPBUBA 33 A€LA W IOHOLLN.

Hpyru nexkapcrsa € ®YHIUTEP 5% aeueben gak 3a HOKTH
MoxeTe aa u3nonisare neyeOHUA NaK 32 HOKTH, 10KATO [IPUEMaTe APYrH /1€KapCTBa.

HinoniBane Ha APYrd NPOIYKTH 32 HOKTH

[To BpeMe Ha IEHEHHETO C AMOPOIDHH € NPEMOPBLYUTENHO 1A HE C€ MOCTABAT U3KYCTBEHH HOKTH.
Ko3lMeTHUHHAT NaK 33 HOKTH MOKe 1a ce HanacA Hait-Manko 10 MUHYTH cnell HAaHACAHETO Ha
OYHIUTEP 5% nevebed nak 3a HOKTH.

Uudopmupaiite Batuna nekap unv dapMaLesT, ako U3MON3BATE, HACKOPO CTE U3NOM3BATH UITH €
BBL3IMOMKHO 3 M3NO/I3IBATE NPYTH JICKAPCTBA 3@ HOKTH.

bpeMeHHOCT, KbpMEHE H PEPTHAHTET

AKko cTe 6pemMeHHa UJTH KbPMHTE, CMATATE, Y€ MOXKE Ja CTe OpeMEHHa WU TJTaHKHpaTe OPEMEHHOCT,
nocwbeeTBakiTe ce ¢ Bamna nexap uad dapMauesT npean ynorpedaTa Ha TOBa J1€KAPCTRO.

Kato npeanasHa Mapxa € 3a Apeanoyutane 1a ce u3barsa ynorpedara Ha DYHIUTEP 5% neveben nax
3a HOKTH MO BpeMe Ha OpeMeHHOCT, OCBEH aKo He € abCONOTHO HEOOXOAUMO.

OnuteT ¢ ynotpebaTta Ha amoponduH 10 BpeMe Ha KbpMeHe € orpaHuyeH, He e u3BectHo ganu
aMOopo/IpPUH ce eKCKpeTHpa B KbpMarTa.

OYHIHUTEP 5% ne4yeben nak 3a HOKTH MOKe Oa ¢ U3IOM3BA MO BPpEeME HA KbPMEHE CaMO KOraTo ¢
aBGCOIHOTHO HEOOXOXAMUMO.

Ulodupane u padora ¢ MAIHHH
GOVYHIMUTEP 5% neuedeH nak 3a HOKTH He NOBIMABA CMOCOOHOCTTA 32 WwodHpane 1 paboTa C MaLUKMHH.
3. Kak 1a usnoaseare @YHI UHTEP 5% aeueben nak 32 HOKTH

Buxarn M3noJ3BaiTe TOBA EKAPCTBO TOMHO KAKTO € OMHCAHO B Ta3H IMCTOBKA WIIH KaKTO BH € ka3an
BawuaT nekap wiu GpapMaLesT. AKO He CTe CUTYPHH B Hello, nonyraite Batus nekap wiv GapMaUgsT.
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UucTpykunu 3a ynorpeoda:

Crbnka 1: U3nuiaere HOKbLTH

[[peau mbpBOTO NMPHIOKEHHE U3IMHIIETE BB3MOKHO HAH-CTapaTeHO
HH(pEKTUpPAHUTE YaCTH OT HOKBTA, BKIIFOYHUTEITHO MOBBPXHOCTTA HA
HOKbTA, KaTO W3M10/13BaTE Mpea0cTaBeHarTa nusa 3a HOKTH.
BHUMAHHWE: [Tunute 3a HOKTH, H3N013BaHU 32 HHPEKTUPAHH HOKTH
Ja HE Ce U3M0/13BaT BbPXY 3paBH HOKTH. B npoTHBEH C/yyaH
HH(pEKUUATA MOJKE Ja Ce pa3npoCcTpaHu. 3a aa NpeaoTBpaTUTe
pa3npocTpaHisBaHe Ha MH(PEKUMATA, BHUMABANTE NMPE10CTABEHUTE MMHIIH
3a HOKTH [1a HE Ce U3IM10/13BaT OT APYIH.

Cronka 2: [Toyncrere HOKBLTH

HM3non3eaiite eauH OT Npe0CTaBeHUTE TAMMOHHU (MM JTAKOYUCTHTE),
3a J1a MOYUCTUTE MOBBPXHOCTTA HA HOKBTH.

[ToBTOpeTe cTHIKK | K 2 32 BCEKH 3aCErHAT HOKBT.

Crbnka 3: Biemere MaJIKO J1aK OT OYTH/KATA

%
[ToTroneTe eaHa OT NMpPeIOCTABEHUTE LUNATYJIM 32 MHOTOKpaTHa
ynorpe0a B OyTuikara c jieyeOHus naK 3a HOKTH. JlakbT He TpaOBa J1a
—— %
ﬁ

ce u30bpceBa OT pbOa Ha OyTUIIKATA, Mpeau /1a ce HaHece.

Crbnka 4: Hanecere Jie4eOHHSA J1AK 32 HOKTH

Hanecere sieueOHMA J1aK paBHOMEPHO MO UAJIATA MOBBPXHOCT HA
HOKbTA. [loBTapsiiTe Ta3M CTBINKA 3a BCEKH YBPEAEH HOKBT.
OcrageTe TpeTHUpPaHUA HOKBT (HOKTH) Ja U3CHXHE 32 OKOJIO OT 3-5
MHHVTH.

Cronka S: [MoyHcTBaAHE HA WNATY/IHTE

[[peaocTaBenuTe WINAaTy M ca 3a MHOrokpaTtHa yrnorpeda. BaxHoro e
T€ /la C€ MOYMUCTBAT CTAPATE/NHO C/1€/1 BCAKA JieuedHa npoueaypa ¢
MOMOLITA HA CbLUIMA TAMIOH, U3M0JI3BaH 3a MOYUCTBAHE HA HOKBTH.
H30dreaiiTe 1a 10KOCBaTe TOKY-UIO TPETHPAHUTE HOKTH C TAMITOHA.
3aTBapsaiiTe NJbTHO OYTH/IKATA C JlaKa 3a HOKTH. BHUMATEJIHO
U3XBbPJIAUTE TAMIIOHA, 3alLL0TO € 3arajuMm.

e |[Ipean na u3nonsBare OTHOBO JieyeOHMA JIaK 3a HOKTH, MbPBO MpeMaxHeTe crtapus CJIOoH JIaK OT
HOKTHTE CH C MOMOLUTA HA TAMITOH, CJ1€/1 KOTO U3IH/IETE HOKTUTE, aKO € HEOOXOAMMO. ...

e Hauecere 0THOBO eueOHHA N1aK 32 HOKTH, KAKTO € OMUCAHO M0-Trope B MHCTPYKLMATA 3a yHorpeda,
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¢ Koraro uicbxHe, N1aKbT 3@ HOKTH HE Ce BUAE OT calyH U BOJA, TAKA Y€ MOXKETE 1a CH MHETE pbLETE
M KpakKata KakTo OOMKHOBEHO.

e BaxHo e aa npoabxkuTe 3a winoiisate PYHIUTEP 5% neueben nax 3a HOKTH, A0KaTO UHPEKUHATA
He C& M3UYHUCTH ¥ 3APaBHTE HOKTH He nopacHaT. ToBa oOMKHOBEHO OTHEMA 6 Mecella 3a HOKTHTe Ha
pbhuete U 9 no 12 Meceua 3a HOKTHTE Ha kpakaTa. Llle 3abenexunTe U3pacTBAHETO Ha 3APAB HOKBT Ha
MACTOTO Ha YBpPEOACHUA.

AKO cayuaiino cte noreanaan @YHI'UTEP 5% neueben nak 3a HOKTH
Ako Bue unu Hakoit apyr ciyuaiiHo norbjHeTe ne4ebHUA Nak 3a HOKTH, CBBpPXKETe ¢e He3a0aBHO ¢

Bauiua nekap und gpapMaLesT UM NOCETETE HAR-0/1M3KaTa DONHUNA.

Ako cTe nponycHaau 13 usnonisate @YHI UTEP 5% aeueben 1ak 3a HOKTH
He ce TpeBoxere, ako nponycHeTe ynorpebara Ha neuebHra nak B onpeAeseHOTO 3a ToBa BpeMe. KoraTto
Ce CETHTE, 3aMOYHETE [IPUIOXKEHKETO HA MPOAYKTa OTHOBO CbIIACHO MHCTPYKIMHTE 3a ynotpeda.

Ako cte cnpean ynotpebaTra na @®YHI'UTEP 5% ne4yeden 1ax 3a HOKTH

He cnupaiite ynorpedata Ha DYHI'UTEP 5% nedebex nak 3a HOKTH, JokaTo BalruAT nekap He Bu
yBEIOMH Ja ro HanpaeuTe. B nporuseH ciyvaidl € Bb3IMOXKHO HHPEKUMATA Ja ¢e Bb3OOHOBH.

AKO UMaTe HAKaKBH JOMbJIHHTENHH BBIPOCH, CBBP3AHU C yroTpedaTa Ha TOBA JIEKAPCTBO. MOMUTANTE

Bawus nekap und GpapmaleBT.

4. BL3MOKHH HeXe1aHH peaKuHu

KakTo BCHYKH JI€KAPCTRA, TOBA TEKAPCTBO MOXKE Ja MPEAN3IBUKA HEXENAHH PEaKLUU, BbIilPEeKH Ye He
BCEKH I'M NONyHasa.

Cnperte na usnonszpare DYHI'MTEP 5% neueben nak 3a HOKTH W NOThpceTe He3abaBHA MEIMLIMHCKA
MOMOLIL, aKO UMATEe HAKOA OT CIICAHHTE PEAKLIHH:

Peoru nexceranu peaxyuu (moxce da 3aceenam 00 1 na 1000 oyuiy:
Bawnat HOKbT MOME Ja NPOMEHHW LBETA CH, 12 ce CHYITH WJIM 1a CTaHE YYTLTHB.

Muoeo peoku nexceranu peaxyuu (voxce da zacecnam 00 1 wa [0 000 dvueu):
Yceuiane 3a napeHe B obnactra 0KONO HOKBTA.

C’ neuzgecmua vecmoma (Yecmomama He MoXxce 0d 0s0e YCIMUANOBEHA OM HATUYHUME OaHNH)!
3auepBaBaHe, ChpOEK, YPTUKAPUA, MEXYPH MO KOXKATA U ACPruiHa KOXKHA PeaKUna (KOHTAKTEH
JEPMATHT).

CrobimaBaHe Ha HEXE/NAHH PEAKHHH
AKO NONYYHTE HAKAKBY HEXeaHy peakuuu, ypeaomete Bawina nekap wiv gapmauest. Tosa Bkao4Bea
BCHYKH Bb3IMOXKHM HEONMHCAHH B TA3H NTHCTOBKA HEXeNaHu peakuud. Moxere cblio aa cbo0wuTe
HEXENaHY peakuHH IUPEKTHO Ypes:
HU3nbLIHUTENHA areHUNWS No neKapcTaara

"Ilamsn [ pyes" Ne 8

1303 Codus
Ten.: +359 2 800 34 17
yebcaiiT: www.bda.bg s
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3. Kak ga coxpaunagate @YHI UTEP 5% nedeben nak 3a HOKTH

Jla ce cbxpansfBna Ha MACTO, HEAOCTBITHO 3a JeLa.
Jla ce cbxpanasa noa 30°C.
CobxpaHasaiTe OyTUIIKaTa NNBLTHO 3aTBOPEHA B U3MPABEHO MOJI0KEHHE.

Jla ce mas3u OT TONIWHA.
To3n npoaykT e 3anaaum! [lasere paiTBopa gajed 0T OreH ¥ NAaMbHUH!

He u3xsbpasiiTe N1exapcTBaTa B KaHAAM3aUMATA WM B KOHTeHHepa 3a qoMalluHy oTnaabuu. [lonutaiite
Bauins ¢apMaileBT KaK 1a WIXBBPAATE JEKAPCTBATA, KOUTO BEYE HE M3MOI3BATE. €31 MEPKH e
CIIOMOTHAT 3a 0MNa3BaHE Ha OKOJIHAaTa cpena.

6. CoabpKaHde Ha ONAKOBKATA H A0NB/AHHTEIHA HHpPOpPMALUA

Kakpo cbanpxa ©YHI' UTEP 5% neueden nak 32 HOKTH

- AKTHBHO BewecTBo: | ml chabvpxa 55,74 mg aMoponduuos xuapoxnopud (amorolfine
hydrochloride), exBuanexsten Ha 50 mg amopongun (amorolfine) (5% w/v amoposnduH).

- [ToMoLLHK BELIECTBA: aMOHHEB MeTakpuiar cbnonumep tun A {Eudragit RL 100), TpHaueTtu,
OyTHiaueTar, €Tuaauerar, 6e3BoAEH €TAHO.

Kak uirnexnga ©PYHI'UTEP 5% neueben nak 32 HOKTH H KaKBO ChALPXKE ONAKOBKATA

Byrunka ot xadpaso crukno (tun | waw tan [H) ¢ kanauka ot monuetsnex ¢ Bucoka mrbTHocT (HDPE),
noanoxka ot nonurerpadpayopetunetd (PTFE) 1 3alinTeH OpbCTeH.

Besxa onakoska ot 2,5 ml ce cbeTOH OT | cThKIIeHa OyTHIKA, HANbAHEHa ¢ nedebeH nak 3a HokTu, 30
MOYUCTB2LUH TaMnoHa, 30 nuiH 3a HOKTH, 10 wnaTty M n TMcTOBKA: MHPOpPMALIHA 3a NOTpeOHTEIA.

fipuTexkaTen Ha pa3pelleHHeTo 3a ynoTpebda
Doprexc Hytpactornkanc QO[]

yi. [lpoxinaneH kb1 Ne 10

1362 Co¢us, bbnrapus

[IpoussoanTen
Chanelie Medical Unlimited Company
Dublin Road, Loughrea, Co.Galway, H62 FH90, Upnaunus

Jata Ha nocaeaHo npepasriexiaHe HA THCTOBKATA aHyapu 2025,

, we il e, .

--""':-"" .,
P A LI
,‘;’r’ I:T‘L‘}II . !-_ 'Hl }"I llﬂ . . "
s ‘:k“' T : -
T _,.4-""-“-“-""'*!. .o
Il-. r“.f‘\-l.‘ﬂ r .‘l -.I.
f 'I'rl" : .... - | T '-.
5 i ’ :
[P p IR
. - ,4. .
- . -
.t I
'.# --l. o,
L il T
.i = -\."
'.'h.\ 'rl- ¥, U
L
\_‘-r j-ﬁ‘rl':.ll
> '*'-4“-;11



