
JII,ICTOBKA: III{@OPMAIUI{ 3A IIOTPEELITEJIfl

JIAMA3I4IIAEPMCIPEfiIL% Cnpefi 3a KorKa, parT ililK&.FSTSATA
Tep6nuaQnxoB xtrApoxrroptrA

LAMISIL DERMSPRAY I 7o Cutaneous spray, sotuti{igry 2 011
Terbinafine hydrochloride

Ilpoverere BHtrMareJrHo qflJrara JrrrcroBra, rrft raro rc cbAbpxta BarKHa 3a Bac nneopuaqnn.

Tona lerapcrBo ce or[ycKa 6es .nexapcKo npeAnr,rcanue. BsupeKr,r roBa, 3a Aa [oJrJ4ru:re nafi-4o6pu

pe3ynrarH or JrelleHllero, nne rpr6na BHLIMareJrHo Aa cna3Bare uHcrpyKrlvtme sa ynorpe6a na

neKapcTBeHHr npoAyKr.

r 3auagere ra3rr Jrr.rcroBra. Moxe Aa ce Ha.no)Kr,r Aa r npoqerere orHoBo.

Aro ce Hyx(Aaere or AoEbJrHI4TelHa ulrSopMarlus vtrpt c\rler, nommairre BarrruJr Qaprr,raqenr.
Bue rpx6na Aa norbpcl{rc JIeKapcKa rroMorq, n c.rryvaft qe Barrrrdre cHM[ToMrr ce BJrorrrar [rJrr,I He ce

nogo6prr p.o2 ce1vrutryt.

o Axo HtKo.s or He)I(eJraHrre reKapcrBeHr{ peaKrrun craHe ceprro3Ha Hlu sa6ereno{Te ApyM,

Heonl4caHfi BTa3vI JrHcroBKa He)r(eJraHr,r peaKrlun, MoJrr, yBeAoMere BarrrI{J{ neKap ll:uu Sapuaqerr.

Karno cbAbprr€ T&rtr Jrf,croBKa:

1. Karno npeAcraBntsa JIAMI{3ILII AEPMCIIPEft 14 3a KaKBo ce L€norr3Ba

2. flpe.qn 4a ynorpe6rsare JIAMItr3ILI TPMCIIPEII
3. Kan Aa u3norr3Bare JIAMII3III.EPMCIIPEfr

4. BrsMortcrrr,r He)KeJraHH peaKqr{H

5. Kax Aa cbxpanf,Bare JIAMII3I4II AEPMCIPEIZ

6.,{onrnnmelxa unQopuaIg,ra

1. Karcso npeAcraBrrf,na JIAMII3ILI ffiPMCIIPEIZ f, 3a KaKBo ce rr3troJr3Ba

o

a

JIAMII3III AEPMCIPEfr e npormoru6rueH rrpenapar, xofiro

4eficma, raro y6nra rr6nmure, nprrr.rHrrreJru Ha Ko)KHtr nHQerqnn.

JIAMI{3IU AEPMCIIPEfr e npeana3uarreH 3a JreqeH}re Ha:

r rr6r.rucu no KpaKara (tinea pedis);

o ru6u.ncu B HHrBlrH:urnure o6nacrz (tinea cruris);

o ru6rrqxu ro rrJroro - rprxoQn:nar (tinea corporis).

ce npr,rJrara Bbpxy roxara. Tofi

. ApoxAenn rnQexqnl{ Ha Ko)ICara Karo pa3HorlBeren rluuefi (pityriasis versicolor).



Aro ne cre cHrypHI,I 3a npuquHr4relrs. Ha Barnara nnQexqnx, MoJrr, KoHcyJrrqpafi.re ce a BarrrurneKap r,r,Jrr{

Qapnaaqenr, npeAu Aa Ltnon3Bare JIAMI{3I{I AEpMCIIpEfi.
Kar Aa par6epere, qe trMare Hsnorr or trocoqeHnre npo6.nemn

ftduxume no lqraKama sacsrar o6mcroneno v ABara KpaKa, Ho HeBHHarLr. Haft-qecro ce notBrBar
Mex(Ay npbcrlTre. Moxe lafsliar It ro LtsBuBKartaHaKpaKa, AonHara wM Apyraqacr Ha crsnaaara. Haft-
cpe4aHl'IJIT ruu ru6}r'rKu IIo KpaKara npeAIt3BHKBa HarD/KBaHe wvr JrroqeHe Ha Koxar4 Bb3Mo)KHrr ca n
cna6o orIiFIaHe, Mexypx wru pa:nv. JIAMIBAII IPPMCIIPEfr e npeAHa3HaqeH sa rb6r.fir Mex.q/
IlpbcTr{re Ha KpaKaTa.

Arco o6aqe LIMare ru6rqsa auQexqux uo HoKTr{Te (rr6nncu rro vuru rroA HoKbrr), npougra B rlBera r.r

Aetpoprraargtt (y4e6enrnane, poruulBocr), rpa6na 4a ce o6rpuere rcbM JreKap, 3errloro ro3lr rr4rr ru6x.rua
m$erqns He ce rreKyBa c JIAMII3IT.II AEPMCIIPEfi. JIAMI43I4JI TAEJIETKI,I ro rreKapcKo
rrpeArrrrcaHlre ca upeAHa3HaqeHu sa rb6[.rxr,r tto HoKTLrre.

hdu"xume I uHzeuHanHutne odnacmu ce rrogB Bar no BrrperxHara qacr Ha 6egpara - 3oHara Ha
cna6ut*rte, o6urHoseHo or ABere crpaHu, Karo qecro eAHara crpaHa e [o-3acefHara or Apyrara. Moxe

Aa ce pa3flpocrparrf,T no-Aaneq, KbM 3aAHara qacr r4Jrr,r Harope no nocoKa Ha croMzxa. flsytsar ce cr,qo

TaKau rro )AacTbIII'I or TqJroro, B Kolrro KoxaTa ce npefbBa (crrnrme), oco6eno aKo ca BJTa2KHH - rGHKI,rre

noA fGpAI{Te HJru noAMI{IITHLIT&ITe wrvr Apyrlu no4o6nu sonu. O6plrBbr e c rcHo orrepraHa rpaHgrla u e
Bb3Mo)KHo Aavua r,r MexypH. Yceqa ce crp6ex.

Ftduqxume no mmomo (mpuxoQumun) v.oxe Aa ce no.sB.f,T HaBcrKbAe, no naft-.recro ce orKpprBar 11o

HIaBara' BpaTa' JrI{IIeTo I,IJrlI pbllere. O6lrruroneHo }r3rJrexAar Karo qepBeH o6pun c {opuara ua

oKpbxHocr, Mo)r(e Aa ce norBrr nroqeHe r,r crp6ex.

Pasao4eemea nutuert @ilyriasis vercicolor) ce na6nroAaBa rro Korr(ara Karo yqacrbqrr c Jrx)rqege,

KotrTo ce trpeBpbtrlar B 6elu nerna nopaA[ zaryflara Ha Korrcen [trrMeHT. Ifernara trsrrbnBar

npeArrMHo trpe3 flsroro [opaAf, HopMaJrHoro norbMHflBarre Ha Koxara oKoJro rsx. [osncBar ce

rJraBEo rlo ropcat Bpara tr pbrlere Ir Morar 4a ce nreo6HoBflBar B npoAbJrr(entre rra Meceqn, oco6eno

c ToIIJTOTO BpeMe r[ c rroTeEeTo.

2. Kaxno rpr6na Aa 3naere, rrpeArr Aa rrctrorrsBare JIAMI{3ILII nEpMCIIpEft

Ife nguorgnaft re JIAMII3I,IJI,IIEPMCIIPEIZ

aKo cre aneprpIrIHI,I (cnprxvyncrnrrelHu) rru rep6nraSznon xr,rApoxJropnA r,r.lrr,r KlM HrKor or

ocraHanure cscraBKl{ na JIAMII3ILII ruPMCIIPEfr (rmcre crrr{cbKa Ha cbcraBKrrre s roqra 6

or Hacrorrqara nracronra).

Hufropuupailrne eauun neKap unu Qapua4eem,

JIAMU3WI NEPMCNPEfr

aKo mo6cl ce omHact sa 6ac, u ne ugnonseailme

O6rpnere ctreqf,aJrHo BHnMaHre trptr yrrorpe6ara na JIAMI,I3III AEPMCpEII



o

a

Aeqa u noApacrBarr{Lr noA l8 ro4unz ne rpr6na Aa r.r3norr3Bar JIAMI,I3III,lIEpMcIIpEfr.

,{a ne ce ynorpe6rsa JIAMI{3AJI /TPMCIIPEII B6pxy nurlero r.r,Irr,r Btpxy HapaHeH}r ) racrbrly
oT KO)r(aTa, KotITo aJIKOXOJIST MO)I(e Aa pa3ApasHI,I.

.{a He ce BArrrrrBa cnpef,T.

JIAMI43III &PMCIIPEfr cr.qrplca aJrKoxoJr. ,{a ce crxpanrBa AaJreq or ruraMbur.

JIAMI,I3III AEPMCIIPEft e canao 3a BsHrrrHa ynorpe6a.

a

a

a

Vnorpe6a Ha Apyru JrenapcrBa

He npularairre Apyra JleKapcrBa HnH JreqeHue Bbpxy 3acerHarprre ) racrbrlu (rxnrouzrenHo u

rleKapcrBa, 3axfmeHr.r 6es peqerrra) eAHoBpeMeHno c JIAMItr3AII .mpMCIpEfr .

Hnfoprranpaft're B'ntvrfl JIeKap I,uu SapruaqeBT, aKo npueMare Apyru JreKapcrBa (r,mr,r Hacxopo cre

nprnenaaav), BKnroqrcreJrHo H T:lKHBa, 3argmeHrr 6es peqenm.

Bpeuennocr tr KbpMeHe

KoHcynrnpafire c Balurrt JIeKap znz SapuaqeBT, aKo cre 6penaeu*a vr]ru AorrycKare 6peuennocr.

JIAMI'I3IIJI pPMCIIPEfi ne rpx6ra Aa ce H3rorBBa ro BpeMe na 6peuemrocrra, ocBeH aKo

ToBa He e rraucrulra neo6xo.rranao.

o He vgnonggafiTe JIAMII3IIJI ruPMCnPEfr, aro KlpMrrre. He 4orrycrafire 6e6era Aa Brrr.Bar B

KOTTTaKT c TpeTr,rpaHH wacir6I\H, BKJrroqr{TeJrHo rr rbpAI{Te.

IIIorf r,rpane u padora c Marunnr,r

Ynotpe6ara Ha JIAMI43IL/I AEPMCIIPEfr He Bnrvte Bbpxy cuoco6nocrra 3a ruo$upane u

II3NOJI3BAHCTO HA MAIIII,IHI{.

Baxua uuQopuaqufl orf,ocno EflKorr cbcrBxtr na JrAMr{3[Ir AEpMcrIpErZ

JIAMII3IIJI AEPMCIIPEfr cr.qrp)ta rponuJreH Hrr.rKoJr, xofi'ro Moxe Aa nplr.n,tHlr Apa3HeHe Ha Ko)r€Ta.

3. Kan 4a u3norr3Bare JIAMI,I3III AEPMCIIPEfi

flprularairre IAMU3ILII.TPMCIIPEff nrpxy 3acerHarure )Fracrbrlu, KaKTo e yrasaHo.



Ko.nrco qecro rr KoJrKo BpeMe rpr6na Aa trsnorr3Bare JrAM[3rr.[.{EPMCITPEfr

I4suorssaftre JIAMA3IIJI AEPMCIPEfr seaHlx( wrr4 ABarbrr Ha AeH Bbpxy 3acerHarr{Te ) racrbr[,r,
KaKTo e yKa3aHo flo-AoJry, ocBeH aKo BaIITH'T neKap He BI{ e nocBBeTB,lJI Apyro:

o ru6u'rxu rro KpaKara - npunaraft're I nm AHeBHo B npoAbJDKeHne Ha I ce4ur'tqa;
o ru6v'mu B I{HrBrIHturHure o6nacrr,r ra ru6[.rKx rro rrJroro - npularafire 1 nrr AnesHo s

npoAbJDxenr,re na I ceAMr,rqa;

. ApoxAena rn$exqur - pa3HollBeren nurueft (Pityriasis versicolor) - npularafire 2 nsruAHeBHo B
npo4sJrxeuue na I ceAuuqa.

Karc Aa rr3norr3Bare JIAMI,I3ILII AEPMCIIPEfr

Bnuuaremro creAeaftTe creAHrre r,rHcrpyKrlr{u npu ynorpe6a:
o lloquctere ll noAc)rurere 3acerHaroro Mrcro r,r npr,rJrexcarqr{Te ) racrbrlrr or Ko)Ka u ragunirre

psrleTe cH.

o flpeuaxnere KanatrKara,3a Aa orBoprme SnaxoHa.
o Hguptcraftre AocrartrlHo KoJII{lIecrBo or pa3TBopa ) 3a Ea HaBJrzDKHnre HalaJrHo 3acerHarara

Koxca u flpruIexalqure 3oHt4. (DraKoHrt e paspa6o'reH Aa p{lrnpbcKBa crrper B p,r3Jrr.rrrH}r rrocoKlr
6es nperrceaHe.

r CleA BcflKo H3rroJI3BaHe noAcyrrere n3JrumHrlr pillrBop or narpafinrnKa c qucra, c)nra Ktprra.
o llocrasere KanarrKara na Qlarona.
o Vlslr'uia"re pbuere cI,I cJreA ynorpe6ara Ha crrper, B [porr4BeH clryqaftMo)r(e Aa pa3rpocrp:ruprre

uuQenquxra Ha Apyrut fIacrbIII,I or cBorra Ko)r€ t4Jur Aasapa3Lrle Apyru xopa.

Barrlata Ko)Ka IrIe 3anoqHe ga ce no4o6p.sBa creA HrKoJrKo AHH, Ho rrpoqeclT Ha nbJrHoro BbcraHoBflBaHe
Ha Ko)r(ara, cJreA Karo unoexquffa e npeMaxHara, Moxe Aa lpoAsnxu Ao 4 ceAuuqu.

Koncylrnpafi're c€ c sarrrsll neKap nrru QapuaqeBT, aKo Ao ABe ceAMrrqu cireA ynorpe6ara na
JrAMr,r3rrr AEPMCTTPEfr ue ga6erexr.ne HHKaKBIT nprlgHarlu Ha nogo6peuze.

Karc Aa rroAtroMorHere Jretrentrero

flogArpxairre qncra 3acefHarara 3oHa, Karo fl. vruere peAoBHo. flo4cynere BHr,rMareJrHo,6ez aarbpKare,

Karo no[I'IBare He)KHo. floctapafi're ce Aa He qerrrere 3acerHarurr ) racrbK, BbnpeKLr qe Mox(e pianu csp6u,

3a Aa He [peAlI3BI,IKare AorrEJrH[TeJrHo ycnoxueHr,re u Ea sa6asr,rre o3ApaBynenrn?rl [poqec uilv Ia
pa3npocrpaHrre unQexqnxra.

- --- -' - -.'-.:'--,-

I'Ignorssafi're ulr^AurBuryarrHa Kbpna pr Aperur r.r He rH cno4elxirre c Apyrfi xopq 3arrloro resu unserulul
Morar JrecHo 4a 6r4ar npeAaAeHr{. Pe4onno usnzpafire Apexr,rre H Ksprurre cvr) sa,ra ce rlpeAr-,-43r,rre or
loBTopHauH6exque. 

I



Aro cre trporrycrraru Aa trstron3Bare JrAMrr3rrr .lrEpMCrIpEfr

Aro cte nporD/cHtull4 Aa lnnorl3Bare JIAMI43II.II AEPMCIIPEfr, npnnoxere ro BeAHaxa 1qoM ce
cerltre, H [poAbJDKere no yKa3aHara cxeMa. Axo rosa cbB[aAHe ct"c cJleABerrloro ttpuno>rceHr{e, npocro
HaHecere o6uqafrtroro KoJrElIecrBo It [poAbJrxere cbruracHo yKa3aHr,r.rra. flpnirarafi're JIAMI43IIJI
AEPMCTTPEfr rara, KaKTo e yKuBaHo. Tosa e Ba)KHo, *ft raro nporycKaHero Ha r6[oJr3Ba'ero My
yBenr{qaBa pncKa or Bb3BpbrqaHe Ha rnQexquam.

Aro cryraftno cre trorbrrnarrrr JIAMI,I3I4II AEPMCIIPEII

Axo cnyrafino e norarlnar JIAMII3AII AEPMCIIPEfi, roucyrrupairre ce c Barur{f, rreKap rurrd

Qaprraaqenr.

Arco cryvafino JIAMII3AIAEPMCIIPEfr rotr't.rrue B orrtrTe Brr

klzM^nitte oql{Te clr BeAHafa c reqarrla soAa. KoHcynrupafire ce c BaIrILrf, JIeKap, aKo Bce oule r311rrrBare

4r.tcnorvr$opr.

Aro nuare rrtKaKBH AolrBrrHurerrHrr Bbrrpocu orHocHo ynorpe6ara sa JIAMI{3IL'I AEpMCIIpEfr,
roucylrupafire ce c Barnr{rr JreKap nnu Qaprr,raqenr.

4. BrsMoxH[ rrerrceJranrr peaKqtrrl

Karo scrqKr'I JleKapcrBa JIAMI43III mPMCIPEfr ruoxe Aa npeAr,r3BlrKa Her(eJraHvr peao\Lrvr, BbnpeKu
qe He BceKIl ru IOJDAIaSa.

o B uHoro peAKLI cryqav HrKou xopa Moxe Aa ca aneprrlrqHlr KbM JIAMI,I3IIJI AEPMCfIpEfr,
Koero Aa AoBeAe Ao oroK u 6oJrrca, Ko)KHI{ o6pnnu rlJrrr ypruKaprns. Aro ga6elexure flo{Bara Ha

IrtKoLI or re3lt cllMmoMr{, crpere 5morpe6ara Ha JIAMI{3AII AEPMCIIPEII u BeAHara ce

noncylrnpairre c B nrilr neKap ruru Qapuaqenr.
o CleA ynotpe6a Morar Aa ce norBrr 3aqepBrBaHe, crp6ex [Jrr{ [apeHe npr,r HrIKor,r naquerml. Tona

ce 6esnpe4uu, cta6u HexeJIaHn peaxrlulr, Korrro Morar Aa ce oqaKBar rrprl flplrJraraHero Ha cnpet.

5. Karc 4a cbxpaHsBare JIAMI{3ILII lEPMCnpEfr

.{a ce crxpauaBalaa M.f,cro, HeAocrblHo 3a Aerla.

3aoeJrexQrre Hell(eJraHa peaKurrfl. KoflTo He e nocoqeHa B Ta3n JTLiCTOBKa.



He r'rsnorseaft're JrAMr{3r'rJr ruPMCrrPEft crreA cpoKa Ha roAHocr, or6enxsau Bbpxy onaKoBKara.
cpo*r Ha roAHocr o'oBapr Ha nocJreAHn,_ r'"or lrocolleHr.lt Meceu.

JrAMrr3rrr AEPMcnPEft e xepMerlr3llpaHa onaKoBKa: Aa He ce vslrara Ha ALrpeKTHa cJrbr{lreBa
cBerJrI4Ha I{ Ha reMlepurypa Ha.A 50 oC. 

Aa ue ce npo6uBavrnrpr r,rsrapfl Aopr,r u cle4 ynorpe6a.

,{a ce crxpaurBa rpu reMneparypanol2l "C.

llocrassirre Kanalmara Ha Q.narcona cleg ynorpe6a.

Jlercapcrnata ne rpx6na Aa ce a3xBbpnf,T B KaHaJru3arl[rrawru n xormefrnepa 3a AoMar[HH ornaAbrlg.
flonutafrre BaIrIHt {apuaqeot KaK Aa ynr,rqo)Kr{re Her{Drulrre BH neKapcrBa. Tegu MepK}r rqe cnoMorHar
3a ona:lBaHe Ha oKoJrHaTa cpeAa

6. Crgrpxantre Ha onaKoBnara u AotrbJlntrTqrrna nn{oprvraqnx

Karcno cbAbplra JIAMII3I,IJI .{EPMCIIPEII

Arcrusnoto BeIIIecrBo e rep6rna$LrHoB xrcApoxnopr,rA. I g or JIAMII3IIJI AEPMCIIPEfr csgrpxca l0
mg or rep6unaQr.rHoB xr{Apoxrr opup (lYo w /w).

Apyrnre cbcraBKH ca: npeqncreHa BoAa, eraHon 96Yo, nporuJreH fJrr{KoJr (E1520), MaKporoJroB

rleTocTeap[noB eTep.

Kax nsrrer(Aa JrAMrrt3rrLIr mPMcrrPEfr u rcarno cbAbp?rca otraKoBKara

JIAMI'I3III AEPMCIIPEfiI e 6ncr-sp, 6esqneres Ao 6neAoxrm cupeft 3a Koxa, pa3rBop.
JIAMI'I3ILII ruPMcIIPEfr e s xepMeru3l,Ip ala urynuur{eBa onaKoBKa, 3aBbprrrB Anla cKJrana, Ko.f,To e c
anJrMr{HHeBO JTaMXHHpaHO yrrJrbTHeHlre H A}O3a 3a pa3npbcKBaHe..

Ha-nnqnz ca o[aKoBKH or 15 pr 30 ml.
He sc[.rKr4 Br,rAoBe o[aKoBKr.r Morar Aa 6rAar rrycHarn e npo4aar6a.

flpnrexareJr Ha pa3perrrentrero ra ynorpeda rr trporrsBoArrreJr

Novartis consumer Health GmbH, zielstattstasse 40, Br37g Mtinchen, repryrannn



Oropnrnpanu [pou3BoAtrrerrn,

cbopBercrBrre c traparpae 40 u 5l

orroBopntr 3a ocsodo4AaBarrero Ha traprrrArr B EIIO B
na {npercr v,u,a 2001 lB3 tEC

Novartis consumer Health GmbH, Zielstattstrasse 40, gl37g Mi.inchen, fepnaanzr
Novartis Sverige AB, Kemistvdgen l, lg3 1l Tiibi, Illseqpu
Novartis Consumer Health-Gerbo GmbH, Bahnhofbichl 13, 6391 Fieberbrunn, Arcrpur
Novartis consumer Health N.v., Medialaan 30-5, 1g00 vilvoorde, Eenrux
Novartis Healthcare AS, Lyngbyvei 172,2100 Kdbenhavn O, I.a'-s
Novartis Sant6 Familiale S.A.S, 14 boulevard Richelieu, g2s}}Rueil-Malmaison, @panqur
Novartis (Hellas) S'A.C.I.National Road l(12tr km), Metamorphosi 144 5l Athens, frpuua
Novartis Finland oy, Metsiinneidonkuja 10,02130 Espoo, @uHranrrs
Novartis Hungaria Kft., H-l l 14 Budapest, Bartok Bela ut 43-47,yurapux
Novartis Norge AS, Brynsallen 4, 0667 Oslo, Hoprerr.rx

3a Aonrm'rremra au4op"'arn4'- orHocHo ro3r,r JreKapcrBeH [poAJrKT, MoJrr, cBbp]r(ere ce c JroKanH]r,
lpeAcTaBHTeJr Ha nplrrercaTeJUr Ha pa3perueHr{eTo :a ynorpe6a:

Carsuc @aprr,ra OO.{'

1528 Co$us,yl. fiwmvrrrp fleruer 5,

rer.: +359/882532901

Torn lercapcrBen rIpoAyKT e pa3perrref, ra ynorpe6a B crpannre or EIIO troA cJreAHrrre trMena:
Ancrpnr: Lamisil Spray
Eerrra.fl : Lamisil Spray l%o, huidspray,oplossing
Ernrapux: Jlauusun,{eprracnpefi lo/o cnpeft 3a Koxa, psTBop

Kunrp: Lamisil Continuous Spray

Perry6lzxa tlexr.fl: Lamisil tlakorn-i sprej 10 mg/g
[;atnds: Lamisil Aerosol
Ecronra.f,: Lamisil
@uynaugut: Lamisil Spray 1 o/o sumute iholle, liuos
@panqzx: LAMISILSPRAY 1%, solution pour application cutande
feprraaHar: Lamisil Spray
frpqnn: Lamisil Continuous Spray
Ynrapza: Lamisil Derma Folytonos sz6r6sri l% kiils6leges oldatos spray
I4ctanau* Lamisil Aerosol
Jlarsus.: Lamisil Spray 1% uz ddas izsmidzindms aerosols, Sl,<Tdums
Jlmsa: Lamisil loZ odos pur5kalas tirpalas

lara na trocrreAf,o rrpepanrnerrqaue na JrrrcroBKiara


