JlacToBka: un

OYHI'UTEP

(bopmanus 3a norpeburens

5% neueben dak 3a HokTH

FUNGITER 5% medicated nail lacquer

ITpouetere BHEMaTeTHO UsIaTa JIHCTOBKA, HpeaH

AMoposnhun
Amorolfine

ThH KATO TS ChABPkKa Bakna 3a Bac uHgopManus.
Bunarm usnonspaiite Topa JICKapCTBO TOYHO KAKTO € ONMHCAHO B TA3H JHCTOBKA MK KakTo BH e kazan

Bauusr nexap umn dapmanesr.

= 3amasete Ta3u JIMCTOBKA. Moxke Ja Ce HAJIOKU J1a 51 MPOYETETE OTHOBO.

= Axko ce HYXJaeTe OT AONBAHUTENHA HH

- AKO IOy YnTe HKAKBH HesKeIaHn peaktiuy, yeegomere Bam
BKIIFOYBA H BCHYKH BBE3MOMKHU HEke AN PeaKumu, HeONHCaH

- AKo ciest 3 Mecena He ce uyBeTBaTe 1o
TOTBLPCHTE EKAPCKa ITOMOILL,

Kakgo CbALP3KA TA3H JIHCTOBK2

Kaxso npencrapasea ®YHTUTEP 5%

Bw3MoxHn Hexenanu peaknmun

e e

1.

Kakpo tpsi6Ba na 3HACTe, MpeaH Ma usnonssate ®VHIHTEP
Kak na usnomseare ®VHT HTEP 5% neueben nak 33 HOKTH

Kak na crxpanssare OVHTUTEP 5% neqeOeH J1aK 33 HOKTH
Chabpixanue Ha onakoBkaTa AOTBIIHATEHA UH(DOPMAITHs

(opmarius unu cpaer,

-1100pe Ui cheTosHueTo B ce BJIOIIH, TpAOBa ga

nonuraiite Bamms dapmaresr.
WS Jiexap unu GapManest. Topa
U B Ta3H JIUCTOBKA. Buxte Touka 4.

Ja 3amo4yHere ga H3II0JI3BaTe TOBA JeKapcTBo,

JevuebeH NaK 3a HOKTH ! BO.Ce. H2ION2Ra

| i 3NBEAHUTENHA ATEHLNA N0 NNEKAPCTBATA
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Kakgso npencrasassa ®YHTUTEP 5% neveben aak 3a HOKTH ¥ 3a KakBo ce M3MoJI3Ba

OYHTHUTEP 5% neveGen nax 2a Hokrn CC H3I10JI3Ba 32 JIeYeHUe Ha THOHYHR HHMEKIHH HA HOKTHTE.

Coabpixa akruBHaTa cheTaBka amopondmn,

2.

He usnonssaiite OYHI'UTEP 5% neueen JaK 32 HOKTH

= aKO CT€ aJIEPIHYHH KbM AKTHBHOTO BEIIECTBO

Beliectsa Ha ®YHIUTEP 5% neveGen naxk 3a HokTy (m36poenu B Touxa 6).

Hpenynpesaenns u npexnasun MepKH

(amopontun) uim kEM HaKOE OT TIOMOIIHHTE

Kakeo TpsdBa na 3uaere, Ipeiu 1a usnonspate ®YHIUTEP 5% nevefen JIAK 32 HOKTH

Tosa nexapcTeo Moxe ma TMPUYHHH ANEPTHIHA PEAKUAH, HIKOH OT KOUTO MOFAT Ta Ob/aT cepuo3HU. AKo
TOB4 Ce CIy4H, BeHAra IPEKpaTeTe MPUNATAHETO Ha NPOAYKTa, OTCTPaHETe JieueOHUS JTAK 32 HOKTH ¢
IPETOCTAaBCHUTE TAMIIOHH 33 TIOYHCTBAHE I HOTBpCeTe MennuuHCKa oMo, [TpoykTsT He Tp:AOBa 1a ce

TIpHIIara MoBTOPHO.

Ilotspcere cnemmno wemumincka [oMori,
- 3arpyaHeHo aumane;
- Toaysaue na nmnero,
- Cunen xoxen o6pus.

aKo

YCTHHUTE, €3HKa HIN I'bPJIOTO;

HMAaTe HIKOH OT CIIEMHUTE CHMIITOMU:




T'oBopete ¢ Bamns nexap umi papmauesr, Tipelu fia msnonssate OYHIUTEP 5% neveGen nax 3a Hoktu,
aKo:

- CTpajarte OT Tuaber;

- CIe Ha JIeYeHHe Nopaay cnaba HMyHHA CHCTeMA;

- HMarte JIOmO KpbBOOOPLIIEHHE B PBLETE H KPAKATa,

- HMare CepHO3HO YBpek/iaHe WM HHMEKIUS HA HOKBTL

Ako crygaitno ®YHIUTEP 5% nieuefen nak 3a HoxTa TIONa/HE B OUUTE HITH YIUNTE, BeIHATA IPOMHUIITE
C BOZa W ce cBbpikeTe ¢ Bamns nexap mnu dapmanest. M36sreaiiTe kontaxt Ha JeueOHIS NaK ¢
Jurasumute. He ro Banmsaiite. JleueGHuAT Nak He TpsiOBa /1a ce HAHACS BHPXY KOYKATA OKOJIO HOKBTSL
Koraro pa6otute ¢ opranuunn PasTBOpUTENH (paspeauTeNH, GsUI CIAPT U 1p.), HoceTe HENPOMOKaeMHU
PBKABHIH, 32 /13 3aMa3uTe Ne9e0HHS JTak BEPXY HOKTHTE,

Hena u ropomu
OYHIUTEP 5% neueben mak 3a HOKTH He ce IPENOPbYBA 33 €A U FOHOIIN.

Apyrn nexapersa u ®YHTHUTEP 5% neueben nak 32 HOKTH
Moskete Ja H3I0JI3BaTe JicueOHus JIaK 3a HOKTH JOKATO npuemMare Apyru JICKapcCTRa.

Hsunonssane Ha apyru NPOAVKTH 32 HOKTH
ITo BpeMe Ha neuenmeTo C aMOpPON(UH & IPENOPBYHTETHO 1 HE Ce IOCTARST H3KYCTBEHH HOKTH.
M3barealite HaHACAHETO HA KOZMETHYEH JIaK 33 HOKTH.

Hudopmupaiite Baums nexap wim (bapmanerT, ako u3nonzsare, HaCcKOpO CTe U3NON3BANH WK €
BB3MOIKHO /I3 H3MO/3BATE JAPYTH 1€KAPCTBA 34 HOKTH.

Bpemennoct, kbpMene u tepTriIHETET

Axo cte GpeMeHHa HIM KBPMATE, CMATATE, Y€ MOXE [a CTe OpeMeHHa WK IUTaHupaTe OpemMeHHocT,
NOCHBETBANTE ce ¢ Baumms nexap umn hapmanert Hpenn yrmorpebara Ha TOBa JEKapCTRO.

Karo mpenmnasna mMapka e 3a [IPEANIONTAHE Ja ce H3bsrea ymorpeGara Ha ®YHIUTEP 5% nedeben nax
38 HOKTH TTO BpeMe Ha OpEMEHHOCT, OCBEH aKo He € aBCoNOTHO Heo0X0IuMo.

OnuteT ¢ ynorpebata Ha aMOpONhHH 110 BpeMe Ha KbpMeRe e orpanuyen. He e H3BECTHO JalH
AMOPOJI(HH Ce eKCKPETHPA B KbPMATA.

OYHI'MTEP 5% neuefen nak 3a HOKTH MOYke A4 C€ H3MOJI3Ba 110 BPEME Ha KbPMEHE, CaMO KOIaTo &
abCoMIOTHO HeoBXoMHMO,

[lodupane u paGora ¢ mamnnu
DYHTHUTEP 5% neueten nak 3a HOKTH He TOBJHSBA CMOCOOHOCTTA 3 MOUpane 1 paGoTa ¢ MAIIHHH.

3! Kaxk na msnonssare ®VHT'ITEP 5% seueben aak 3a HOKTH

Bunarn usnmonssaiite ToBa rekapcTrO TOYHO KaKTO € ONHCAHO B Ta3H JIHCTOBKA H/IH KakTo BH e kazan
Baumst nexap unm dapmaresr. Axo He cre CHTYPHH B HEIO, MonuTaiiTe Banus nekap umm dapmanest.

OYHIMTEP 5% neueben nak 3a HOKTH Tps0Ba /14 ce TIPHIara BhPXY 3aCerHATHTE HOKTH BEIHBK
CCAMUYHO TOYHO CIOPe]l UHCTPYKIIHATE 32 YHoTpeda:




Hucrpyknum 3a ymorpe6a:

Crbnka 1: Mznunere noxbTs

Ipenu mepBoto nprnoKenue mnumeTe Bb3MOXHO Hali-cTapaTenso
HHQEKTHPAHUTE YACTH OT HOKBTS, BKIIOYHTE/IHO NOBBPXHOCTTA Ha
HOKDLTA, KATO U3NON3BATE NPEIOCTABEHATA MHJIA 38 HOKTY
BHUMAHHE: [Tunute 2a HOKTH, H3MONI3BAHH 32 HHOEKTHPAHH HOKTH
A4 HE CE€ H3ION3BAT BBPXY 3ApaBH HOKTH. B npoTusen clydait
MHEKIHATA MOXe 1a ce Pa3TpoCTpany. 3a a npeoTBparHTe
basnpocrpansBaHe Ha HHbEKUHATA, BHUMABaliTe TIPEAOCTABEHHUTE THITH
38 HOKTH /1 HE C¢ U3MOMI3BAT OT JpPyTH,

Ctbuka 2: Tloyncrere HOKBTH

Hsnonssaiite exun or IPeNOCTABEHUTE TAMIOHH (HITH TAKOYHCTUTET)
324 J]a IOYHCTHTE HOBBPXHOCTTA HA HOKBTSL.

HosTopere cTemku 1 u 2 3a Beekn 33CErHAT HOKBT.

CTbnka 3: Bzemere Manko nak or OyTmiaxara
[Moronere exua or IPCAOCTABCHATE WITTATY /M 33 MHOTOKpaTHa =~ [
ynotpeba B OyTHiKaTa ¢ TeuebHIs nak 328 HOKTH. JIak®bT He Tpsa6Ba aa !
e n30bpeBa ot puba Ha OyTunkara, npenn xa ce HaHece. }
|
{

Crenka 4: Hanecere neve6nus JIAK 32 HOKTH

Hanecere neue6uus nax PAaBHOMEPHO 110 1is1/1aTa HOBLPXHOCT Ha
HOKBTA. [ToBTapsiite Tasn cromka 3a Beekn VBPEIEH HOKET. Q
Ocrarete Tpetnpanus HoksT (HOKTH) 1a H3CBXHE 32 0KOITO OT 3-5 J
MHHYTH. :

Cronixa 5: MouncTeane na IMATYIHTE

[Mpenocrasennte LIMATyTH ca 32 MHOIOKpaTHa ynotpe6a. Bakuoto e r
TC 1a ce MOYMCTBAT CTAPATENHO Clle] BCsika neuedHa npoueypa ¢ :E
[IOMOLUTA Ha CHLUMSA TAMIIOH, H3ON3BAH 32 MMOYHCTEAHE HA HOKBTL. |
Hsdsrsaiite na nokocpare TOKY-IIO TPETHPAHUTE HOKTH ¢ TAMIIOHA., ¥
3atBapsiiite mpTHO OyTHiKaTa ¢ aka 3a HOKTH. Buaumarenno '
H3XBBPASITE TAMIIOHA, 3alL0TO € 3aTIaTHM.

HOKTHTE CH ¢ IOMOILTA Ha TaMIOH, CJIEN KOETO HU3ITHIIETe HOKTHTE, aKo ¢ HeOOX0HMO.,
® Hanecere oTHOBO feve6Hms JIaK 32 HOKTH, KaKTO & ONHCAHO [I0-rope B HHCTPYKIMATA 32
* Koraro uschxue, nakeT 32 HOKTH HE ce BIHSE OT canyH u BOZA, TaKa 4e MOoxKeTe 13 ¢y

H KpaKaTa KakTto OOHKHOREHO.




¢ BaxHo € 1a nponbmkute 1a wanonzeate ®YHTUTEP 5% reueGer max 3a HOKTHU, JOKaTo HHpeKumsTa
HE CC M34MCTH U 3]PaBUTE HOKTH He MOpacHaT. ToBa 0GMKHOBEHO OTHEMa 6 Mecema 3a HOKTHTE Ha
peleTe 1 9 10 12 Mecena 3a HOKTUTE Ha KpaKara. Ille zabenesxute u3pacTBaHETO HA 3/paB HOKBT Ha
MSCTOTO Ha yBPEACHII.

AKo cayyaiino ere norsanann GYHTUTEP 5% neueben nak 32 HOKTH
Axo Bue win Bsikolf IpYT cy4aiiHo noreIHeTe TeuebHus JaK 33 HOKTH, CBEPIKETE ¢e He3a0aBHO ¢
Baruys nexap uimn hapmanest i nocetete naif-6mmskara 00nHALA.

AKo cTe nponychann 12 usnoaseate ®YHTUTEP 5% neqeGen JIAK 32 HOKTH
He ce tpesoskere, ako npomycHeTe ynotpe6ara Ha TeyeGHHS Ak B OTPeaeneHoTo 3a ToBa Bpeme. Korato
CE€ CETHTE, 3aMI04HETE MPHIOKEHHETO HA TIPOAYKTA OTHOBO CHIIACHO HHCTPYKUHHTE 3a yoTpea.

Axo cre cnipenn ynorpeGara aa ®YHTHUTEP 5% jeueben jax 32 HOKTH

He cunpaiite ynorpe6ata na ®YHIUTEP 5% neveGen nax 3a HOKTH Jiokato Bammsr nexap ne Bu
YBELOMH 11 r0 HampasuTe. B npoTHBen Ciiyyait @ Bb3MOKHO HHEKUHATA 13 Ce Bb30GHOBH.

AKO MMaTe HAKAKBH JOMBbIHHTEIHH BBIIPOCH, CBBP3aHH ¢ yoTpedaTa Ha TOBA JIEKAPCTRO, TTOMKHTATe
Bauuus nexap wimm (hapmaresr.

4.  Bu3momHE He:ReNaHU peaknHu

Kakro Bcrukn JIEKapeTBa, ToBa JICKapCTBO MOKE a IIPEAN3BHKA HEXKETIAaHH p€aKuuu, BEIPEKH Ye He
BCCKH I'M MOJIY4aBa.

Cnpere na usnonseate ©YHTUTEP 5% sieueber ak 3a HOKTH i IOTbPCETE He3a0aBHa MEIHLHCKA
TOMOLI, KO UMATE HAKOS OT CIIeAHHTE PeaKIIHu:

Pexkn nexenann peakuun (Moxe 1a 3acernar A0 1 na 1000 gymmn)
BalumsT HoKBT MOKe 1a IpoMeHH BeTa CH, 1a ce CUYIH HJIH J1a CTaHe Yy ILIHUB.

Muoro peakn HexeaaHu peaxkmun (moxe 1a 3acernar xo 1 ua 10 000 AyIIH)
Ycemanre 3a napese B 061a¢TTa OKOJIO HOKBTS.

C HensBecTna decToTa (YecToTaTa He MOsge 1a 0bile yCTAHOBEHA OT HATHYHHTE NaHHH)
3auepBsBane, ChpOesk, ypTUKapHs, MEXYPH IO KOXaTa 1 allepraYHa KOXKHA Peakius (KOHTAKTeH
JNEPMATHT).

Crolinarane Ha NONO3UPaHN HeKeTAHN pPeaKITiH

CrobiiasaneTo Ha TIONIO3UPAHH HEKENaHU PeaKIUHU Clie]l paspellaBane 3a yrotpeba Ha JleKapcTBeHMs
POAYKT € BakHO. ToBa N03BONABA A MPOIBIKH HAGNIOACHHETO HA CBOTHOLUEHHETO NOM3a/PUCK 32
JICKAPCTBEHHS IPOAYKT. OT MEIMLMHCKHUTE CTIEIHAINCTH Ce H3HCKBA Zia CLOOIIaBAaT BCaka OJ03UpaHa
HEjeIaHa peakius Ypes HallMOHAJIHA CHCTEMA 3a ChOBIIABAHE:

HsnbrauTenHa arenmws no JeKapcTBara

ya. " NamsiH T'pye” Neo§,

1303 Codus,

Ten.: +359 2 890 34 17,

yebcaiiT: www.bda.bg

Karo crobiaBare nexenann PEaKIHK, MOXETE J|a JaJETe CROS TIPHHOC 3a NONy4aBaHE HA [OBEYE
HHrbopMauHﬂ OTHOCHO 0€30IaCHOCTTA HA TORA JIEKapCTBO. o H




< Kak na crxpansipate ®VHIUT EP 5% neueben s1ak 3a HoxTy

Ha ce chxpansea na MSACTO, HEOCTBIHO 32 fena.

Ha ce cvxpanssa oy 30°C.

Cobxpanspaiite 6y Tunkata mrstHo 3aTBOPEHA B U3MPABEHO MONOMKEHHE,
HMa ce nasu o1 TonuHa,

To3u npoayxr e sananum! Mazere Pa3TBopa najae4 oT OrbH H MIaMbIH!

He u3xBupnsiite JIEKapCTBOTO B KAHAJIM3ALHATA HITH B KOHTe#Hepa 3a oMarmny otnansiu. Tomuraiite
Bawus papmaneer kax na USXBBPIIATE IEKAPCTBATA, KOUTO Beye He n3noasBate. Tesu mepku me
CIIOMOTHAT 3a ONa3BaHe HA OKOJHATA cpena.

6. Coabpixanne na onaxobkata u MOUBIHHTETHA HH(OpMAaus

Kakso chanp:ka ®YHTUTEP 5% neueGen nax 3a HokTH
- AKTHBHO Bemecteo: 1 ml CBABPHKA 55,74 mg amoponduaor Xunpoxmopus (amorolfine
hydrochloride), exeupanenten ga 50 mg amopondun (amorolfine) (5% w/v amopondun);

- ITomomnu BemecTsa: amonmnes METaKPUIAT ChIONHMED THIT A (Eudragit RL 100), TPHALICTHH,
OyTrnanerar, CTHIALETAT, OE3BOEH eTAHOI,

Kaxk usriemna OVHI HUTEP 5% neuefen nax 32 HOKTH H KaKBO ChIbpsKa OllaKOBKAaTa
Bytnika ot kadsso creiio (tan I vnu i 1) ¢ kanauka o LOTHETHIICH C BUCOKA IITLTHOCT (HDPE),
TIOAI0%Ka OT moHTeTpadTyoperHiey (PTFE) u 3amuten IPBCTEH.

Besika onaxoska ot 2,5 ml ce cberom or 1 cThrreHa OyTHiKa, HamkIHEHA ¢ NeyeGen IaK 3a HOKTH, 30
LIOYHCTBALTH TaMII0HA, 30 muH 34 HOKTH, 10 mnatym u mucropka: HH)OpManHs 3a norpedurens.

IMpurexaren na PaspelenneTo 3a ynotpe6a

®oprekc HyTpaciotuxac oon
yn. lpoxnazgen kst 10,
Codus 1362, Brnrapus

IponsBoguTen
Chanelle Medical
Dublin Road, Loughrea, Co. Galway, H62FH90, Hpnangus

HMarta na nocregmo Npepasriexaane Ha JHCTOBKATA
CenTemspn 2020




