KPATKA XAPAKTEPUCTHUKA HA MMPOAYKTA

1. HUME HA JIEKAPCTBEHHUA MMPOAYKT

OYHI'UTEP 5% neuebeH nax 3a HOKTH

FUNGITER 5% medicated nail lacquer

2. KAYECTBEH U KOJIMHECTBEH CbCTAB

1 ml cbabpxa 55.74 mg amoponduHos xuapoxaopua (amorolfine hydrochloride), ekBupanenvet Ha 50

mg amoponuH (amorolfine) (5% w/v amopon¢QuH).
3a ObIHUA COHCHK HA MOMOIMHKTE BEliecTBa BHXTe Touka 6.1.

L HUTE M S EHLMSR 11U JiEKAPCTBATA

3. JIEKAPCTBEHA ®OPMA re—

JleueOeH nak 3a HOKTH. Kom Pog, Ne LK b, aresesenanrins
[TpospayeH, besuseTeH 10 ONENOXKBAT pa3TBOD.
4. KJAHHUYHU JAHHHU

4.1 TepaneBTHUHH MOKA3AHHSE

JleyeHHe Ha NIEKH CTyYaH Ha JUCTAJTHK W TaTEPaTHH CyOYyHIBATHH OHHXOMHKO3H, NPUUHHEHHU OT
gepmatoUTH, APOXKIN U Niaeceny 6e3 na Obae 3acerHara MarpulaTa Ha HOKbTA.

OYHIUTEP 5% neuefeH Nak 3a HOKTH € NOKA3aH Npu Bb3pacTHU Haa |8 roamnuu.

4.2 J03MpPOBKA ¥ HAYHH HA NPHIOKEHHE

EDS HPOBKA

Jlak®bT 3a HOKTH TpAOBA Ja C€ HAHACA BEAHBXK CEAMHUYHO BbPXY 3aCETHATHTC HOKTH.

[Teouampuuna nonyrayivi
BezonacuoctTa ¥ epukacHoctTa Ha QYHIUTEP 5% nevebeH nak 3a HOKTH NpH A€UA W FOHOUIH BCE OLIE
He ca ycTaHoBeHU. HAMa HanW4yHU JaHHHM.

HaunH Ha npunoxeHne
3a n1oKanHa ynotpeoa.

[TaugeHTHT TPSOB2 A3 HAHECE NeHeOHH NaK 3a HOKTH KAKTO CNeaBa:

l. [Ipeau nbpeoto HaHacsHe HAa DYHIUTEP 5% neueben nax 3a HOKTH OT 3HAYEHHE € 3aCETHATUTE
4ACTH KA HOKBTA (0cOoBeHO MOBBPXHOCTTA HA HOKBLTA) 14 €& HINMHAT ¢ NpeAdoCTaBeHaTa Nyia 3a HOKTH.
Cres KOETO MOBBPXHOCTTA HA HOKBTS TpAbBa 1a ce MOYHCTH U 0De3Maciy ¢ TaMIIOH 32 NOYHUCTBAHE,
HanoeH cbe cnupT. KO3MEeTHUHHAT NaK 3a HOKTH MOdXKe 1A ce HaHacA Hai-manko 10 MuHYTH cres
saHnacaHeto Ha DYHIUTEP 5% neuebex nak 3a HokTH. [Ipeaud noBropHoTo HaxacaHe Ha @YHIUTEP
5% neueBeH NaK 3a HOKTH, KOIMETHUHHAT NaK 3a HOKTH {aKo UMa TakbB) TpabBa a Obae npema




3ACECTHATHTE HOKTH TpﬂﬁBﬂ OTHOBO 113 C€ H3NW/IAT, KAaKTO C€ HIUCKRA, Clied KOCTO Na CE€ MOYHCTAT C
TAMMOH 32 OTCTPAHABAHE HA OCTATHUUTE OT JIdK.

Bruvanue: TIunara 3a HOKTH, W3MO0JI3BaHA 32 YBPEeIEeHW HOKTH, HE TPAOB2 1A Ce M3MON3Ba 3a 31paBy
HOKTH.

2.  C moMoLITa Ha eJHA OT NPEIOCTABEHUTE LIMATYJIM 32 MHOrOKpaTHa ynorpeda, HaHeceTe j1aKa 3a
HOKTH 10 LANATA TOBBPXHOCT Ha 3acerHaTnte HOKTH. OcTaseTe /1aKa 32 HOKTH 1 H3CbXHE 3a 3-3
MuHyTH. Criea ynorpeba moyrcTeTe WIMATYNATA CbC CHLUINHA TAMIOH 32 MOYUCTBAHE, U3NON3BAH MPE/IH

TOB& 32 MOYUCTBaHe HA HOKTUTE. JpbxTe OyTUIIKaTa NNBTHO 3aTBOPEHA.

3a BCEKH HOKBT, KOMTO we 6be TpeTHpaK, noTanaiTe WNaTynara B 1aka 3a HOKTH 0e3 1a n3dbpcaare
OCTaTBKA OT J1aKa BbPXY bPioTO Ha DyTHiKaTa.

Buuvanue: Korato paboTnte ¢ opraHuyHU pa3TBOPUTENH (pazpeauTenu. 04N COUPT H Ap.), HOCETE
HenmpoMOKaeMH pbkaBuLH, 3a na npeanasute OYHIHUTEP 5% neveben nak 3a HOKTH BbpXY HOKTHTE.

Jleuenuero Tpabea aa npoabmku 6e3 npeKksCBaHe, A0KATO HOKBTA HE C& PEreHEPHPA H 3acerHaTuTe
0b1aCcTH OKOHYATENHO ce HinekyBaT. Heobxoaumara yecroTa U NPOAB/IKUTENHOCT Ha JIEHEHHETO 3aBHCH
OCHOBHO OT HHTEH3WBHOCTTA M JJoKanu3aluuaTa Ha HHbekuuara. ObOUyaiHO TEUEHUETO MPOABLIKABA LWECT
MeceLa (3a HOKTH HA PBLETE) ¥ A€BET 10 ABAHAAECET MECeua (3a HOKTY Ha KpaKarTa). [Ipenopbuba ce
npepasriexaaHe Ha NeYEHHETO Ha MHTEPBAIM OT OKOIO TPH Meceua.

JleuenueTo Ha AepMATOMHKO3ATa OT THUNA tinea pedis TpAOBA Na ce NPOBEXKAA € MOIXOAA L
AHTHMHUKOTHUYEH KpeM.

4.3 [lporuBonoKasaHus

CBpbX4YBCTBHTEIHOCT KbM aKTWBHOTO BELLECTBO HIIH KbM HAKOE OT NOMOLIHHTE BELIECTBA, U3DPOCHMU B
TouKa 6.1.

4.4 CneuHa HH NPelyNpPeXTeHHA H NPeANa3Hy MEPKH NPH ynoTpeda
GYHIUTEP 5% neuefen ak 3a HOKTH He TpADBA 1a ce HAHKACA BbpPXY KOXaTa 0K0J10 HOKBTA.
HeobxoauMo e ga ce W30Aarea KOHTAKT Ha J1aka ¢ QYHUTE, YIIHTE U THTaBHLHTE.

KoraTo ce U3noN3BaT OPraHWYHHU pa3TROpUTeNU. TpA0BA 1a CE HOCAT HENPOMOKAEMHU PbKaByuUy. B
npotusen ciy4ail OYHIUTEP 5% neveben nak 3a HOKTH e 6be OTCTPaHEH.

[TauMeHTH C OCHOBHH 3a00A1BaHNS, MPeApa3ONAraliy KbM reOMYHK HHpEKLIMK Ha HOKTHTE, TPAOBa Na
06CBAAT MOAX0AALLO AeueHue ¢ nekap. Takusa 3a601aBaHUA BKNIOURAT NEPUPEPHU LUPKYNATOPHH
HApPYLWEHHUA, 3aXapeH AHa0eT U UMYHOCYITPECHS.

[MauneHTy c ZUCTPO(hHR HA HOKTUTE ¥ pa3pyLueHa HOKbTHA [U104Ka TpAGBA 1a 06CHAAT MOAX0AALUO
neyeHue ¢ nexap.

M3MoM3BaHETO HA KO3METHUEH JTaK 332 HOKTH KWW WIKYCTBEHH HOKTH Tpabsa a ce u30Area no speme Ha
neueHuetro ¢ PYHI'UTEP 5% neyedeH nak 3a HOKTH.

Cnen Hanacane Ha DYHIUTEP 5% nedebeH nak 3a HOKTY, TpabBa aa ce cna3sa WHTepBa oT rmoHe [0
MHUHYTH, TIPEAU 13 CE NPUIOKH KO3METHUYEH JIaK 33 HOKTH.
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[peau nosropHo HanacsiHe Ha DYHIHUTEP 5% neueben nak 3a HOKTH, KO3METHUHHAT JIaK 32 HOKTH
Tpa0Ba 13 ce OTCTPaHKH BHHMATERHO.

Cneg ynotpebata Ha TO3% NPOAYKT MOXe Aa HACTBNH CUCTEMHA WM IOKAJIHA anepruyHa peakuus. B
TaKbB CTy4ail TeueHHeTo ¢ NPoAyKTa TpaOBa HezabaBHO Aa Obae NpexpaTeHo K 1a Ce HANpaBH
KOHCYJITALMA € NeKap.

OTCTpaHABAHETO HA NPOAYKTa TpAORa 1a cTaBa BHUMATE/HO, ¢ MOMOLUTA HA pa3TBOP 3a MIPEMAXBAHE Ha
naka.

[TponykTsT He TpAaOBa 1a e Npuiara NOBTOPHO.
4.5 BiaumoaeiicTBHE ¢ APYTH JEKAPCTBEHH NPOAYKTH H APYTH OPMH HA B3IAHMOACHCTBHE
He ca nposexxaanu Npoy4BaHus 3a B3aMMOAEHCTBUATA.

[To BpeMe HA MEYEHUETO € NPENOPbUMTENHO Aa ce u30ArBa ynoTpedbata Ha KO3METHYCH /1aK 33 HOKTH H
U3KYCTBEHM HOKTH.

4.6 DeprrauTeT, OPeMEHHOCT H KbPMEHE

bpeMeHHOCT

JIOK/TaABaHK Ca CaMO HAKOKO C/ydas Ha €KCNIO3MLMA HA TOKATHO NPUIIOKEH aMopoduH npy bpemMeHHH
EeHH B MOCTMAPKETUHIOBHA NEPUOL, NOPAdH KOETO MOTEHUMATHUAT PUCK € HEM3BECTEH.

[poyusaHWATa NIPH KHBOTHM HE MOKA3BAT 10KA3ATE/ICTBA 32 TEPATOIEHHOCT, HO € Habonasana
eMOPHOTOKCHYHOCT fIpH BUCOKU OPaNHH R03H aMOPONQuH.

KaTo npeznazHa MsapKa € 3a npeanounTaHe aa ce uibarea ynotpebara na @YHI'UTEP 5% neueben nak
1a HOKTH (10 BpeMe Ha ODPeMEHHOCT, OCBEH aKko He € abconrTHO HeodXoauMo.

Knpmene
OnuTbT ¢ ynoTpedata Ha aMoposiHH M0 BpeMe Ha KbpMEHE € orpaHu4eH, He e u3secTHo nanu

aMOpoJIPHH ce EKCKpETHpa B KbpMaTa.
OYHIUTEP 5% neuebeH nak 3a HOKTH MO)Ke Ra C€ W3MOJ3Ba 10 BpEME Ha KbPMEHE CaMO Korato €
abCOMIOTHO HEODXOAUMO.

4.7 EdexTn BLpxy cnocobHocTTa 32 WodgHpaHe U padora ¢ MAIIHHH

OVYHIUTEP 5% neuebed nak 3a HOKTH He NOBJIMABA CMOCOOHOCTTa 3a wodupaHe ¥ padbota ¢ MaliNHU,
4.8 Hexenanu nexkapcrBeHH PeaKUHK

Hexenarute ieKkapcTBEHK peakLuy ca peaky. BbIMOXKHH €a HapylIEeHHA HAa HOKTUTE (HanpuMep

IPOMAHA B LIBETA HA HOKTUTE, CYyNeHH HOKTH, UyNAHBH HOKTH). Te3u peakudu Morat 1a Obaat CBbp3aHH
W CbC CaMaTa OHUXOMUKO3a.

™ o I t(l?'
f-' ”" T f,."'f 1! o ”
. AT
3 (/&’ _+"r Fpg o W Ny a
- £ Yoo -
SR Koaw b i
ez )
'-h f::} 3 L v ¢ j’:*"‘ L
Vo N ¢ *
N\ T e / /
. . :
*® o -~ v
\ *ql--... — ---“'* F% K /
\; J R\



ICﬂc’reuo-opraHeu KJjiac YectoTa HexenaHa JIeKApCcTBEHA

peaKuud

' HapylueHHs Ha HMyHHaTa HeunspecTHa yectora®* CBpbX4yBCTBHTE/THOCT

cucTeMa (CHCTEMHA anepruyda

| peakuus)™

|

HapymeHus Ha koxkaTta H HapyumeHus, CBbp3aHH C

' MOJAKOXHATA ThKaH HOKbTS, MPOMAHA B L{BETA HA
Penku HOKTHTE, OHHXOKJIACHC

(>1/10,000 no <1/1,000) (CYyneHH HOKTH),
OHHXOPEKCHC (YyNIHUBH

HOKTH)

Muoro peaxu (<1/10,000) | YceuiaHe 3a mapeHe Mo Koxara

Eputema*, npypuryc*,
| KOHTAKTEH AEPMaTHT¥,
| ypTHKapua*, MexypH no
| koxara*

HeussecrtHa vyectora™

* MOCTMAPKETHHIOB ONHUT

CoofLiaBaHe Ha NOJAO3MPAHH HEXEaHH PEaKIIUH
CHo6LIaBaHeTO Ha MOO3HPAHH HEXENaHH peakilMd criell paspelllaBaHe 3a ynoTpeba Ha JIeKapCTBCHHI

NpOAYKT € BaxHO. ToBa Mo3BoJisiBa Ja NMPOABIDKH HAOMIOAEHHETO HA& CHOTHOIICHHETO Mo3a/puUcK 3a
NeKapcTBeHus NpoAykT. OT MEAULMHCKHTE CIELMANMCTH Ce H3HCKBA Ja ChoOLIABaT BCAKA MOA03MpaHa
HeXe/laHa peakiius upes MambiHuTenHAT areHuys 1o JekapcTata, yn. Jamsn I'pyes Ne8, 1303 Codus,
Ten. +359 2 890 34 17, yebeaiit: www.bda.bg.

4.9 Ilpenosnpane

OVHI'UTEP 5% neuebel nak 3a HOKTH € 3a TOKaNHO MpHIoxKeHHE. He ce ouakBa nosBa Ha CHCTCMHH
MPU3HALA HA Npefo3upane ciex nokanHo npunokenre Ha OYHIHUTEP 5% neyeben nak 3a HOKTH.

B ciyuali Ha cly4aHHO NOT/TbILAHE Npe3 ycraTa TpabBa Aa ce NpeAnpHeMaT CbOTBETHHTE HEOOXONUMH
MEpPKH 3a CUMIITOMATHYHO JICHEHHE, aKO € HE0OX0nUMO.

5, GOAPMAKOJOI'NMYHH CBOUCTBA

5.1 QapMaKoaHHAMHYHY CBOHCTBA

dapmakoTepaneBTHYHA rpyna: APyTrH NPOTHBOTEOHYHH CPEACTBA 34 JIOKAHO MPHIIOKEHHE,
ATC xon: DO1AEIL6

OVYHIUTEP 5% neuebeH nax 3a HOKTH € JJIOKAJIHO MPOTHBOIEOHYHO CPEACTBO, KOETO ChAbPXKA aKTHBHOTO
pewectso amopondun xuapoxaopuj. OYHTHUHAHOTO MY JEHCTBHE CE€ OCHOBaBa Ha NpoMAHA B
MeMOpanaTa Ha rbOMYHATA K/ETKa, HAcO4YeHa NPeAMMHO KbM GHOCHHTE3a Ha CTepoil. ChAbPKAHHETO Ha
eprocTepo)l HaMajssBa W MO CHIIOTO BpEME Ce HATPYNBaT CTEPONIH € HEMJaHapHAa NPOCTPAHCTBEHA

CTPYKTYPpA.




AMOpPONHH € aHTUMHKOTHK C IIHPOK CNEKThP Ha AelicTBHe. Toit € CUIIHO aKTUBEH Cpellly HACTOAINH HITH
CIY4alitHu areHTH Ha OHHXOMHKO3HTE:

- Hpoxan: Candida albicans u apyru supose Candida,

- Hepmarodutu: Trichophyton rubrum, Trichophyton interdigitale w Trichophyton mentagrophytes,

u Opyeu sudoee Trichophyton, Epidermophyton floccosum, Microsporum,

- Ilnecenn: Scopulariopsi;

- Jlexo uyBCTBUTENHHU nneceHu: Aspergillus, Fusarium, Mucorale,

-  JeMaues (uepHa reba): Hendersonula, Alternaria, Cladospirum.

5.2 QPapMaAKOKHHETHYHH CBOHCTBA

AMOpPONR(QHEDBT OT JaKa 33 HOKTH IIPOHHUKBA B 4 C€ PA3NpOCTpaHABa Npe3 HOKbTHATA /1044, KaTo MO TO3H
HauYUH MOX€E JA YHHILOXH TPYAHOJOCTBIIHHTE 'bOHYKH B HOKBTHOTO Nerno. CucreMHaTta abcopbums Ha

dKTHBHOTO BCUICCTBO € MHOT'O HHUCKA NNPH TO3H BHI IIPHJIOXKCHHE.

Cnen npoabiukutenHa ynorpeba Ha OYHIUTEP 5% neuyebeH nak 3a HOKTH HAMA HMHAMKALMH 33
HATPYNBaHE Ha JIEKApCTBOTO B OPraHH3Ma.

5.3 IlpeaxnMHHYHH JAHHH 32 6€30MACHOCT
HextHHHYHHUTE NaHHHU HE NMOKA3BaT 0CO0EH PUCK 3a xopa Ha 6a3ata HA KOHBEHLHOHAJIHHUTE

dapmMakoNOrHyHu Npoy4YBaHuA 3a 6€30NaCHOCT, MPOYYBAHUA 32 TOKCHYHOCT IIPH MHOIOKPaTHO NpHJIaraHe,
reHOTOKCHYHOCT, KAHLIEPOreHEeH NOTEHIHAN, PENPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 34 Pa3BHTHETO.

6. @OAPMAINEBTHYHH JAHHH

6.1 ChnucbK Ha NOMOUIHHTE BellleCTBA

AMoHueB Merakpunar cenonumep THn A (Eudragit RL 100)
Tpuauerun

byrunauerar

Erunauerar

be3BoaeH eTaHon

6.2 HecbBMeCTHMOCTH

Henpuaoxumo

6.3 Cpoxk Ha roaHocr

3 roAuHK

6.4 ChneuHa/JIHH YCJIOBHH HA ChXPAHCHHE

H& CC ChbXpaHaABa HA MACTO, HCAOCTDBITHO 3a A€ua.

Ha ce cxxpanssa noa 30°C.
ChxpaHnasaiiTe OyTHAKaTa MITbTHO 3aTBOPEHA B H3NPABEHO MTONOXCHHE,
Ja ce nas3u OT TOIJIHHA.




6.5 Bnau chabpKaHue HA ONTAKOBKATA

ByTtunka ot kadaso CTbKIO (TUI | MK THI {I]) ¢ xanauka ot nosveTHneH ¢ BHcoka IIbTHOCT (HDPE),
nonoxka ot nosuterpadgayoperuieH (PTEFE) v 3amiuTeH npbLCTEH.

Besxa onakoska oT 2.5 ml ce cbeTon oT | cThiIeHa OYTHIIKAE, HAaMbAHeHa ¢ aeuedeH nak 3a HOKTH, 30
OOUKCTBALLK Tamroua, 30 nunu 3a ok, 10 wnarynu u Jlectoka: uHdopMauua 3a noTpeduTeN.

6.6 CrneuHaaHu NpeaAnaA3IHH MEPKH NPH HIXBLPJALHE H padoTa

Hsama cneddanydy U3IMCKBAaHUA.

Heusnon3BaHUAT NIEKAPCTBEH NMPOLYKT UIH OTNAABYHHUTE MaTEPHAK OT HETO TPAOBA 2 ce W3XBBPIAT B
ChOTBETCTBUE C MECTHHTE U3MCKBAHMA.

7. MPUTEXATEJ HA PASPEILEHUETO 3A YIIOTPEBA
doprekc Hytpacrotuxkanc OO/

yn. [poxnaged ket 10
1362 Cocusa, boarapus

8. HOMEP(A) HA PASPEIIEHHUETO 3A YITIOTPEBA

Per. Ne 20200226

9. JATA HA MBPBO PAPEWIABAHE/MOJHOBABAHE HA PAZPELIEHHUETO 3A
YNOTPEBA

Jlata Ha mbpBO pa3dpewanaHe: 26 Hoemepu 2020 .
Jlata Ha nocaeaHO NOAHOBABAHE!

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

01/2025



