JIncToBka: undopmanus 3a norpeburens

OYHI'UTEP 5% JaedebeH Jak 32 HOKTH
FUNGITER 5% medicated nail lacquer

AmoponpuH
Amorolfine

IIpoyeTere BHHMATEIHO UA/IATA JIHCTOBKA, NPEAH 1A 3aN04YHeTe Ja H3M0J3BaTe TOBA JIEKAPCTBO,

Thii KATO T ChAbPKA BaxHa 3a Bac nndopmanus.

Bunaru u3nonsgaiite ToBa JeKapcTBO TOYHO KAKTO € OMHCAHO B Ta3H JIHCTOBKA WM KakTo BH € kazan

BammusT nekap uiu (apmauenT.

- 3anasere Ta3u JIMCTOBKA. MOXKe Jia ce HaJIOXKH J1a 5 IPOYETETE OTHOBO.

- AKO ce HyXKJaeTe OT IONMbJIHHTENHA HHpOPMALIHs HIIH ChBET, nonuTaiite Bamus dpapmanesr.

- AKO MoJTy4YHTe HAKAKBH HEXellaHH peakiuy, yBegomere Bawns nekap unn dapmanest. Tosa
BKJIIOYBA M BCHYKH Bb3MOJKHH HEXE/IAHH PeaKiiiH, HEOMCAHHN B Ta3H JHCTOBKa. Bikre Touka 4.

- Axo cnen 3 Mecena He ce YyBcTBare [o-1o0pe uitk ¢beTosHueTo BH ce Bnomu, Tpsadea aa
MIOTBPCHTE JIeKapcka MOMOLI,

Kakso CbAbPKA TA3H JIHCTOBKA

1.  Kaxso npeacrasissa ®YHIHUTEP 5% neueGen nak 3a HokTH i SiikkiAb bd Bitidnas£HLINSA NO NEKAPCTBATA
2. Kakso TpsabBa jna 3uaete, npenu aa usnonssare ®YHIUTEP 5 ™
3. Kaxk ga uznonssare ®YHIUTEP 5% neueGeH nak 3a HOKTH AKX OLLE
4. BB3MOXKHH HexellaH| peakuuu KoM P2. Ne ......ocesensess seosensenes S
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1. Kakgo npeacrasaasa @YHIUTEP 5% Jsiedelen Jiak 32 HOKTH H 3a KAKBO Ce H3M0J3Ba

®YHI'UTEP 5% neyefeH Jiak 3a HOKTH C€ H3I0JI3Ba 3a JieYeHHe Ha IbOMYHH HHOEKLMH HAa HOKTHTE.
Coabprika akTHBHATA CCTABKA aMOPOJI(HH, KOATO NPUHAMIEKH KbM Ipyna JeKapcTBa, H3BECTHH KaTo
AHTHMHKOTHLH. AMoponduH yOuBa ronsmo pazHoobpasue OT rbOMYKH, KOUTO MOTaT J1a NPHYHHAT
MHQEKUHUH Ha HOKTHTE.

2.  Kakso TpsOBa aa 3Haere, npeau aa u3noassate OYHIUTEP 5% aeueben 1ak 32 HOKTH

He n3noazsaiite ®YHIUTEP 5% neyeGen Jak 3a HOKTH
- aKO CTe aJleprHyHKi KbM aKTHBHOTO BEIECTBO (aMOpPOJI(HH) UIIH KbM HAKOE OT NOMOLIHHTE
BemectBa Ha ®YHITUTEP 5% neveben nak 3a HOKTH (H30poeHH B TOUKA 6).

IIpeaynpexaeHus 0 npeanasHu MEpPKH
ToBa leKapcTBO MOXKeE /1a IPHYHHH ANepPrUiHH PeakiLik, HAKOH OT KOMTO Morat Jia 6b/1aT CepHo3HH. AKO
TOBA Ce CJIy4H, BejlHara npexpaTere IPUIAraHeTo Ha NPOLYKTa, OTCTPaHeTe eueOHus JlaK 3a HOKTH €
NPefoCTaBeHHTEe TAMIIOHH 33 [IOYHCTBAHE M NOTbpceTe MeauLHcKa nmomol. IpoaykTsT He TpabBa na ce
npuiara noBTOPHO.

[NoTwpceTe cremHo MeJHIHHCKA MOMOILL, aKO HMaTe HAKOH OT CIEAHMTE CHMIITOMH:

- 3aTpy/HEHO JHMLIaHE;

- TlomyBaHe Ha IHLIETO, YCTHHTE, €3HKa HITH IbPJIOTO;
- Cunes koxeH 06puB.




T'oBopete ¢ Bamus nekap uin dapmauest, npeau aa usnonssare DYHIUTEP 5% neueben nak 3a HOKTH,
axo:

- crpanare ot nuaber;

- CTE Ha JICHEHHE NopaaH cnaba UMYHHA CHCTEMA,

- HMarte JIOLIO KpbBOOOPBILEHHE B PHLETE H KpaKara;

- HMaTe CepHO3HO YBpEK/IaHe HIH HH(EKIHUA Ha HOKBTL.

Axko ciyuaiino @YHIHUTEP 5% neyefeH nak 3a HOKTH NONaJHe B OYHTE HIIH YLIUTE, BEJHAra NPOMHHTE
¢ BOJIa M ce CBBbpxkeTe ¢ Bauwns nexap unu dapmanest. M3bsrpalite KOHTaKT Ha JeueOHHS Jlak ¢
nurasuuuTe. He ro BaumBaiite. JleueGHUAT nak He TpaGBa 1a ce HAHACA BBPXY KOXKAaTa OKOJIO HOKBTH.
Koraro pabotute ¢ opraHH4HH pa3TBOPHTEINH (pa3peanTeH, O CIIUPT H Ip.), HOCETE HENPOMOKaeMH
PBKaBHIIH, 3a Ja 3ana3uTe Je4eOHus JIaKk BbPXY HOKTHTE.

Jena H OHOIIH
OVYHI'UTEP 5% neveben nak 3a HOKTH He ce MpenopbyBa 3a Aela U FOHOLLH.

dpyru nexkapersa 1 @YHI'UTEP 5% nevyeben nak 3a HOKTH
Mosxerte ja u3nonssare neyeGHHA Ak 32 HOKTH AOKATO NpHEMaTe JApyrH JIeKapcTBa.

H3non3BaHe HA APYrH NPOAYKTH 32 HOKTH
Ilo BpeMe Ha JIeYEeHHETO C aMOPONI(HH € MPEMOPBYHTENHO 1a He Ce NOCTABAT U3KYCTBEHH HOKTH.
H36sreaiite HaHACSIHETO HA KO3METHYEH JIaK 38 HOKTH.

Wndopmupaiite Bams nexap win dapmauert, ako H3MoJ3BaTe, HACKOPO CTE H3MOJI3BAIH HITH €
BH3MOXKHO J1a H3M03BaTe APYTH JIEKapCTBa 3a HOKTH.

bpemennocT, KbpMeHe H (pepTHIAHTET

Axo cte GpeMeHHA UM KbPMUTE, CMATATE, Ye MOXKe Ja cTe OpeMeHHa MM IlaHHpare 6peMeHHOCT,
nocbBeTBaiiTe ce ¢ Bawus nexap unu dapmauest npeau ynorpedara Ha TOBa JI€KapCTBoO.

Karo npeanassa MspKa e 3a npeanoynTaxe ja ce u3barsa ynorpebara Ha @YHIUTEP 5% neueben nak
3a HOKTH 1O BpeMe Ha OPeMeHHOCT, OCBEH ako He € abCoMmOTHO HeOOX0AUMO.

OnuteT ¢ ynorpebara Ha aMopondHH Mo Bpeme Ha KbpMeHe e orpaHuyeH. He e u3BecTHO fanu
amMopo(uH ce eKCKpeTHpa B KbpMarta.

OVYHI'UTEP 5% neuebeH nak 3a HOKTH MOXe J1a Ce M3M0J13Ba 110 BPEME Ha KbPMEHE, CaMO KOraTo €
abconmoTHO HEOOXOAHMO.

lognpane 1 pabora ¢ MAIIHHH
OVYHI'UTEP 5% neueGen nak 3a HOKTH He MOBIMABA criocoOHOCTTA 32 odupaHe 1 paboTa ¢ MalIMHH.

3. Kak ga n3noassate @PYHI'UTEP 5% neuyebeH Jak 3a HOKTH

Bunaru u3nonspaiite ToBa 1eKapcTBO TOYHO KAKTO € ONUCAHO B Ta3H JIMCTOBKA MM KakTo Bu e kasan
Bammsr nekap wim dpapmaiesT. AKO He CTe CHTYPHH B Hello, nonuTaiite Bamus nexap unu gapmanesT.

OYHI'UTEP 5% nedeben nak 3a HOKTH TpsOBa Aa ce Npujara BbpXy 3aCerHaTHTe HOKTH BEHBXK
CEeAMHYHO TOYHO CIOPE/l HHCTPYKIHHTE 32 yrnoTtpeba:




HueTpykunn 3a ynorpeba:

Crbnka 1: U3nnaere HOKbTH

[Tpenn MbpPBOTO MPHIOKEHHE H3MHIIETE BE3MOXHO HaH-CTapaTe/Ho )
HH(EKTHPAHHUTE YAaCTH OT HOKBTSA, BKIOYHTENHO TTOBBPXHOCTTA HA
HOKBTA, KaTO U3M0J13BaTe NPEeJOCTaBeHAaTa KA 32 HOKTH.
BHHMAHMUE: [Tuute 3a HOKTH, H3M0/13BaHH 38 HHYEKTHPaHH HOKTH
Jla He Cce M3MOJI3BaT BbPXY 3ApaBH HOKTH. B mpoTuBeH ciydai
HH(pEKIHATa MOXKeE J1a Ce pa3mpoCcTpaHu. 3a 1a nMpefoTBpaTHTe
pasmpocTpaHsBaHe Ha HH(eKIHATa, BHHMaBaTe NMpeaoCTaBeHUTE MHIIH
3a HOKTH J1a HE C€ U3MO0N3BaT OT APYTH.

Crbuka 2: [Touncrere HOKBLTS
Hznon3gaiite eMH OT NPeAOCTaBEHUTE TAMIIOHHU (MJIH JJAKOYHCTHTEN) e
34 Aa NOYHCTHTE NOBBPXHOCTTA Ha HOKBTA.

[MoeTopeTe cThIKH 1 U 2 32 BCEKH 3acerHaT HOKbBT.

Ctbnka 3: BzemeTte Maliko Jak ot OyTHIKATa

[ToTonere efHa OT MPeAOCTABEHHUTE IUNATY/IH 32 MHOTOKpaTHa
ynotpe6a B OyTHIKaTa ¢ edyeOHHS J1ak 3a HOKTH. JIakbT He TpAOBa na
ce u30bpeBa oT prba Ha OyTHIIKATa, IPeaH a ce HaHece. r%]

Crbnka 4: Hanecere jleueGHHEA JIAK 32 HOKTH

Hanecere neyeGHHs Jlak paBHOMEPHO M0 LisIaTa MOBbPXHOCT Ha
HOKkbTA. [ToBTapsiiTe Ta3u CTHIKA 33 BCEKH YBpPEAEH HOKBT.
QOcraBeTe TpeTHpPaHHA HOKBT (HOKTH) 1a M3CBXHE 3a OKOJIO OT 3-5
MUHYTH.

Crtbnka 5: IlouncTBaHe HA IINATYJIATE

ITpenocTaBeHHTE WNATYJIH ca 32 MHOTOKpaTHa ynoTtpefa. BaxHoTO €
Te Jla ce MOYMCTBAT CTapaTesHO ciiejl Beska JieyeGHa npouenypa ¢
OMOILLITA Ha CHIHSA TAMIOH, H3MOJI3BAH 32 MOYHCTBAHE HA HOKBTS.
H36srsaiite na JOKOCBaTe TOKY-LIO TPETHPAHHTE HOKTH C TAMIIOHA.
3arBapsiite nabTHO OyTHNKATA € 1aKa 3a HOKTH. BHuMaTenHo
M3XBBpIAiiTe TAMIIOHA, 3aLLOTO € 3analHM.

o [lpean na uznon3pate OTHOBO nevyeDHHA NaK 3@ HOKTH, MbPBO IIPEMaxHeTe CTapus cJoH Jlak oT
HOKTHTE CH C TIOMOLITA Ha TAMIIOH, CJIel KOETO H3MHJIETe HOKTHTE, aKO € HeoOX0HMO.
Hanecere oTHOBO Neue0HHA NaK 32 HOKTH, KAKTO € OMHCAHO N10-rope B HHCTPYKLMATA 3a

H KpakKaTa KakKTo 06HKHOBCHO



e Baxno e na npoasipkute na usnonssare ®YHIUTEP 5% neuebeH ak 3a HOKTH, I0KaTO HHQEKLMATA
HE Ce W3YKMCTH M 3IpaBHTe HOKTH He nopacHaT. ToBa OOMKHOBEHO OTHeMa 6 Mecela 3a HOKTHTE Ha
peuere 1 9 1o 12 Meceua 3a HOKTHTE Ha kpakara. llle 3abenesxnTe H3pacTBAHETO HA 3]paB HOKBT Ha
MSCTOTO Ha yBpeAeHHSL.

AKo cayyvaiino cre noredHadn @YHI'UTEP 5% neueben j1ak 32 HOKTH
Ako Bue uiH HSIKOH ApYr cay4aiiHO norb/HeTe jeueOHK JIak 3a HOKTH, CBbpKETE ce He3abaBHO ¢
Bawms nexap ni ¢apManeBT WK IoceTeTe Hai-O1u3kata 60nHULIA.

Axo cte npomycHaian aa uznoassare PYHIUTEP 5% neueben nak 32 HOKTH
He ce TpeBoere, ako npormycHeTte ynorpebara Ha JiedeGHHA Jak B ONpe/ieieHoTo 3a ToBa Bpeme. Koraro
ce CeTUTe, 3aM0YHeTe NPUIOKEHHETO Ha NPOAYKTa OTHOBO ChIJIACHO HHCTPYKLMHTE 3a yroTpeda.

Axo cte cnpesan ynorpebata na ®YHI'UTEP 5% neueben J1ak 3a HOKTH

He criupaiite ynotpe6ara na ®YHIUTEP 5% neueben nak 3a HOKTH JokaTo Bawuusar nexkap He Bu
YBEJIOMH Jia T0 HanpaBuTe. B mpoTHBeH ciy4aii € Bb3MOXKHO HHPEKLHUATA Ja ce Bb30OHOBH.

AKO UMaTe HAKAKBH JOMBIHMTENHI BBIPOCH, CBbP3aHu ¢ ynotpebaTa Ha TOBA JIEKAPCTBO, MONHTAHTEe
Bawms nexap unu ¢apmanesr.

4. Bb3MOKHH He/KeJIaHH PeaKLHH

Kakro BcuKkH JIEKapCcTBa, TOBA JIEKAPCTBO MOXKE Jla NpeIM3BHKA HEXEJIaHH PEaKIlHH, BBIIPEKH Y€ HE
BCCKH ' nmojy4aBa.

Crpere ga usnonssare ®YHIUTEP 5% neuefen nak 3a HOKTH M OTbpceTe He3abaBHa MEIHIIMHCKA
TNOMOLLL, aKO HMATe HsKOA OT CNEHHTE PEAKIIMH:

Penkun He:xkelanu peakuun (Moxke na 3acernar no 1 ua 1000 pymn)
Baiuuar HOKBT MOXKe J1a IPOMEHHU I{BETA CH, [Ia C€ CUYIH HJIM /1a CTaHe YyIUIHB.

MHoro peaxH HexeJaHH peaknuy (Moxe 1a 3acersat 10 1 va 10 000 gywn)
Vcerane 3a napese B 001acTTa OKOIO HOKBTA.

C Hen3BeCTHA 4eCcTOTA (YECTOTATA He MozKe Ja Gbje ycTaHOBeHA OT HAJIHYHMTE JAHHH)
3auepssBaHe, ChpOEX, YPTHKAPHUS, MEXYPH [0 KOXATa U alepriyHa KOXHa peakuus (KOHTaKTeH
JIEPMATHT).

CpobuiaBane Ha M0103MPaHU HEXENaHH PeaKiliy

CrobimaBaneTo Ha MOAO3HPAHN HEXKENAHH PeakilHy cliell paspeliaBaHe 3a ynorpeba Ha JIeKapCTBEHHS
NPOAYKT € BaxkHo. ToBa M03B0JIABA Ia MPOABIDKH HaGMIOIEHHETO Ha ChOTHOILIGHHETO NMOJI3a/PHCK 33
nexapcTBeHHs MpoAyKT. OT MEIHLIMHCKHTE CIIENHAIMCTH Ce H3MCKBa 1a ChoOLIaBaT BCAKa M003HpaHa
HexkeJlaHa peakuus Ype3 HalHOHAIHA CHCTEeMa 3a ChoblaBaHe:

H3nbiHuUTENHA areH1us o ieKkapcTBara

yn. " damsn ['pyes" Ne§,

1303 Codus,

Ten.: +359 2 890 34 17,

yebcaiit: www.bda.bg

Kato crofiiaBate Hexenanu peakunn, MOXeTe Ja JajieTe CBOs IIPHHOC 3a MOoTy4aBaHe Ha noseue
HH(popMaLHA OTHOCHO 6E30MaCHOCTTa Ha TOBA JIEKapCTBO. =




5. Kak na coxpanaBate ®YHI'UTEP 5% nieueGen nak 32 HOKTH

Ila ce cexpaHsBa Ha MACTO, HEJAOCTBITHO 32 JIelia.

IHa ce cbxpanssa nopn 30°C.

Coxpansgalite OyTHAKATA MIBTHO 3aTBOPEHA B H3NPABEHO MOJIOKEHHE.
Jla ce nasu oT TOIUIMHA.

To3u npoaykr e 3ananum! I1azere pa3TBopa gajed oT OrbH H IVIAMbIH!

He u3xBbpsiiTe IEKapCTBOTO B KAHANH3ALMATA HIIH B KOHTelHHepa 3a AoMallHy otnaabiH. [lonuTaiite
Bawms dapmaLeBT Kak /1a H3XBbpJIATE JIEKAPCTBATA, KOUTO Beye He u3noJ3Bare. Te3n Mepku e
CIOMOTHAT 3a Ona3BaHe Ha OKOJIHATa cpe/a.

6. CbabpikaHie HA ONAKOBKATA H JONBLJIHHTENHA HHpOpMaANHS

Kakso ceabpxka @YHITHTEP 5% neuyeGeH nak 3a HOKTH

- AxtuBHO BeuectBo: 1 ml chabpka 55,74 mg amoponduHoB xuapoxaopua (amorolfine
hydrochloride), ekBuBanenten Ha 50 mg amoposdus (amorolfine) (5% w/v amopondun);

- [TomouHy BellecTBa: aMOHUEB MeTakpunat chrnoaumMep Tun A (Eudragit RL 100), Tpuanerus,
OyTunaierar, eTunanerar, 0e3BOJCH €TaHOI.

Kak m3rnexaga @YHITHTEP 5% neuefeH 12K 32 HOKTH H KAKBO ChIbP:Ka ONaKOBKATA
ByTunka ot kadsiBo ctekio (tin I win tan I11) ¢ kanayka ot nonuetHieH ¢ Bucoka mrsTHocT (HDPE),
nogioxka ot nonurerpadayoperunes (PTFE) u 3amuren npbscre.

Besika onakoBka oT 2,5 ml ce cbeTom OT 1 cThK/IeHa GyTHIIKa, HAITbJIHEHA ¢ NieyebeH ak 3a HOKTH, 30
noyMcTBalH TaMnoHa, 30 nuiy 3a HokTH, 10 mwmnarynu 1 nucToBka: HHGOpPMaLKS 3a NOTpedUTE NS,

IIpuTexare] HA pazpelIeHHETO 3a ynoTpeda

®oprexc Hytpacioruxanc OO/
yi. [TpoxmnaneH kbt 10,
Coodus 1362, bearapus

ITponsBoanTea
Chanelle Medical
Dublin Road, Loughrea, Co. Galway, H62FH90, Hpnanaus

JlaTa HA MOCJeqHO NpepasrjiekIaHe HA JHCTOBKATA
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