KPATKA XAPAKTEPUCTHKA HA [TIPOAYKTA

1. HME HA JIEKAPCTBEHHA INNPOAYKT

JIAMHI3III 1% Kpem
LAMISIL 1% Cream

2, KAYECTBEH U KOJIMECTBEH CHCTAB

Eaun rpam ot JAMHA3WJI 1% Kpem cpabpxka 10 mg TepbunaprHoB Xuapoxiopua (ferbinafine
hydrochloride), exeuBaneHTHY Ha 8.8 mg TepOunadun 6a3a (terbinafine base).

[ToMomHM BEIHECTBA: ChAbLPAKA LETHNOB ankoxo (40 mg/g) u creapuiior ankoxon (40 mg/g).

3a MBJIHKUA CIIHCHK HA MOMOLLHKTE BEeLIECTBA BUXKTE TOUYKA 6.1,

3. JEKAPCTBEHA ®OPMA

Kpem.
bsin, rnagbk WA NOYTH rNaabK KpeM ¢ OJIeCTAIL OTTEHDBK.

4, KJIMHAYHHA JAHHH

4.1 TepaneBTHYHH NOKA3AHHS

['561MuHN HHQEKLMH HA KOXKaTa, NPHYUHEHH OT AepMaTtoduTH Kkato Trichophyton (nanpumep T.
rubrum, T. mentagrophytes, T. verrucosum, I. violaceum), Microsporum canis u Epidermophyton
floccosum, HanpuMep UHTEPIUTMTAaJIeH U I1aHTapeH Tun tinea pedis (rbOHUKH MO KpakaTta), tinea
cruris (rbOMYKH B HHTBHHATHUTE 00nacTH) M tinea corporis (reOMUKH 10 TANOTO).

HMudexuru Ha KokaTa, IPUUHHEHH OT APOXKAH, OCHOBHO Te€3H, NpeaAu3BHKaHH oT Bujaa Candida

(Candida albicans).
Pityriasis (tinea) versicolor, npuunHeHa ot Pityrosporum orbiculare (u3BecTHa oile Kato Malassezia

Jurfur).

4.2 JO3HPOBKA B HAYHH HA NPHJI0KEHHE
3a npuaraHe BbPXY KOXara.

Ho3upoBka
Bn3pacTHn H 10HOIIH HA ¥ HAA 12 rogruH
JIAMM3INJI 1% Kpem ce npunara €J1H WM ABa MbTH AHEBHO, B 3aBUCHMOCT OT HHAHUKALIMUTE,

IIpoaL/IXKHTENHOCT H 9€CTOTA HA JIEYEHHETO
e MHurepaururaneH Tun tinea pedis - e4UH TbT IHEBHO B NPOAB/KEHHE HA €1Ha CeAMHLIA;

[LnanrapeH Tvn tinea pedis — ABa NBTH AHEBHO B NPOAB/DKEHHE HA JBE CEAMHLMN;

Tinea corporis, tinea cruris — €AUH T AHEBHO B NPOAB/KEHHE HA €/1HA CeAMHULIA;

Koxna kaHaMaMasa — eIUMH Wik 1Ba NbTH AHEBHO B NMPOABL/KEHUE HA €1HA AO ABE CEIAMULH;

Pityriasis versicolor — e1uH UM ABA NbTH AHEBHO B NIPOIBL/KEHHE HA ABE CEAMHIIM.

ObnekyapaHe Ha KIHHUYHUTE CUMIITOMH OOMKHOBEHO HACTBIIBA ClI€]] HAKONKO JAHM.
ynotpeda WK NpexACBpEMEHHOTO CIIUPAHE HA JICUCHHETO KPHAT PUCK OT MOBTOPHa
HAMA MpU3HALIM Ha noaoDpEHHE el Be CEAMMUM, NaUKMEHTDT TpsAOBa Na ce KOHCY



HauyuH Ha NpHI0KEHHE

[Ipeau nbpBata ynorpeba, npeanasHata MeMOpaHa Ha Tybarta TpsabBa aa ce npodue ¢ NOMOLITA Ha
OCTpPHSA BPbX HA Kala4kara.

3acerHaTure 30HM TpabBa na ObAAT BHHMATEJHO NNOYUCTEHH U NOACYLUEHH IIpeIU NMPUNaraHeTo Ha
JJAMHAINII 1% Kpem. KpembT TpsaOBa na 6b€ NPHWIOKEH BbPXY 3acerHaTa KOXKa H [IPHISXKALUMTE
30HH HA TBHBK CAOH U HEXKHO Na ObJe BTPHT.

[Tpu intertrigo (roa ropauTe, MeXxAY NPLCTHTE, HA ODEAPEHUTE MYCKYJIH, HHIBHHAJTHO) cliell
HaMa3BaHEe MOXKE J1a ce NMOCTaRU MaplieH KOMIIpec, 0CODEHO Npe3 HoLTA.

Ileouampuuna nonyaayun
He ce npenopbyra uanonieaHeTo Ha JIAMMU3NWJ 1% Kpem npu neua noa 12 roouHuy, nopaau
HENOCTaTHYHH JaHHH 33 0€30MacHOCT H epHKaCHOCT.

Hlayuenmu 6 cmapuecka ev3pacm
Hsama gaHHM 3a npeanonoKeHHETO, e MaLMEHTUTE B CTAPUYECKA BB3PACT M3UCKBAT MPUIaraHeTo Ha
paziMyHa 1I03UPOBKA MM Ye TIPU TAX ce HabMIOJaBaT HeXKENaHH JIEKAPCTBEHH PeaKIUH, Pa3JIMtuHH OT

TE3H NPH NMO-MJIANATE NAUHUEHTH.
4.3 IIpornBonoxka3zanus

CBpPBLXUYYBCTBUTEAHOCT KbM aKTHBHOTO BELUECTBO TepOMHADHUH UIH KbM HAKOE OT MOMOIIHHTE
BELLUECTBA, U30OPOEHH B TO4Ka 6. 1.

4.4 CnendaHH npeaynpexieHus B HpeANa3zHd MEePKH NpH ynoTpeda

o JIAMMINII 1% Kpem e camo 3a BrHIIHA ynoTpeba.

o JIAMH3INJI 1% Kpem Moxe Aa npeau3BUKa Apa3HeHe Ha ourTe. B cnyuanTe Ha
WHUWIEeHTHO nonagaHe Ha JIAMM3HJI 1% KpeM B ouuTe, H3ILIAKHETE 'Y CTApaTENHO C
Te4yaiita BOJA.

e AxoJAMHINII 1% Kpem ce npunara sbpxy JTULETO, TpabBa Aa ce n3bsarea 30HaTa 0Koo
OYHUTE

¢ He tpabea na ce no3sonsapa Oeberara Aa BAU3AT B KOHTAKT ¢ koxka, TperupaHa ¢ JJAMHA3II
1% Kpem, BKIIOYUTETHO KOXKATa Ha I'bPAMUTE.

e JTAMMINJ 1% Kpem 1pabBa 1a ce cbXpaHABa HA MACTO, HEAOCTBITHO 34 JICLIa.

Huadopmanua, OTHACHLIA C€ 32 NOMONIHHTE BEMIECTBA
JIAMHMU3N 1% KpeMm cbabspka:

- LUETHJIOB M CTEAPHJIOB aJIKOXO0JI, KOUTO MOTaT J1a NPUUYMHAT JIOKATHU KOXKHM PEeakLUHWH (Hanp.
KOHTAKTEH [IEPMaTHUT);

- OeH3unoB ankoxon: 36 mg BbLB BCAKA 403a, KOUTO ca eKBHBaleHTHH Ha 10 mg/g. Moxe na
NPHYUHU AIEPrUUHH peaKLUMH. beH3UIOBUAT AIKOXOJ MOXKE Aa NPUYHHH JIEKO JIOKATHO

I pa3sHEHE.
4.5 B3aumoaeicTBHe ¢ APYIH JeKAPCTBEHH NPOXYKTH M ApYrA ¢opMH Ha
B3AaHMOAE€HCTBHE

He ca n3BecTHH B3aUMOAECHCTBUA ¢ NoKanHUTe GOpMHU Ha TepOuHadUH.
4.6 MepTHIHTET, OPpEeMEHHOCT H KbpMeHe

bpeMeHHOCT
Hsama knuHuyeH onut ¢ TepbuHaduH npu SpeMeHHH xxeHH. M3cnenBanudara 3a geTycHa TomeHe
IIPH »KMBOTHH HE NPEANONaraT HexXeNaHi NeKapCTBeHH peakuuu (BUxX Touka 5.3 | Ilpenys ’ﬁ{
naHHM 3a fe3onacHocT). JAMM3HWJI 1% Kpem He TpsOBa aa ce u3non3sa 1o BpemMe 13
OpEMEHHOCT, OCBEH NMPH KATEropyu4Ha HEOOXOAUMOCT. = mﬁ? :
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TepGuHaduH ce ekckpeTupa B kKbpmara. Cliel1 JTOKaIHO NMPUI0KEHHE CE OYaKBa cjlada CUCTEMHA
ekcrio3uind. [Topaau ToBa, KbpMELLUTE 2keHH TpAOBaA Aa U3MnoJ3BaT TepOUHAPHUH CaMO aKo

OYyaKBaHaTa I10J13a OrpaB/JaBa PUCKa 3a KbpPMaueTo.
Kato nonbiHeHue, He TpsaOBa 1a ce no3BoJisiBa OedeTaTa na BJM3aT B KOHTAKT ¢ TPETHPAaHaTa KoxXa,

BKJIKOYUTEIHO MbPAMUTE.

DepTUIUTET
[To BpeMe Ha U3NMUTBAHUATA C JKMBOTHHU He ca OMM HabMoaaBaHU eheKTH Ha TepOUHA(UH BBPXY

dbepTunuTeTa.

4.7 E¢dexTn BbpXy cnnoco0HOCTTA 32 IIOPHPaAHE H padoTa ¢ MALIHHH

JIAMMU3HUJI 1% Kpem He noBiivsiBa UM NOBJIKSABA PEHEOPEIKUMO CITOCOOHOCTTA 3a WOodHpaHe U
paboTa C MallHWHH.

4.8 HexelaHH JIeKAPCTBEHH pPeaKIHH

Hexenanure peakuuu (Tabn. 1) ca noapeaeHHU No CUCTEMHO-OPraHHH KJIACOBE U B 3aBUCUMOCT OT
4yecToTaTa, KaTo Ce W3MOoJ13Ba cjieiHaTa KOHBeHUMA: MHOTOo YyecTH (= 1/10); yectu (= 1/100 < 1/10);
HeyectH (= 1/1000 < 1/100); peaku (= 1/10 000 < 1/1000); mHoro peaku (< 1/10 000); ¢ Heu3BecTHa
4ecToTa (OT HAJIMYHUTE JaHHU HE MOXe a1a Obae HanpaBeHa oleHKa). [locT-MapKeTUHIOBO
YCTAHOBEHHUTE HEXKENaHU peaKlMM ca JOKJIaJABaHK 10OPOBOJIHO OT HACEJIEHUE C HEOMpPEEIeH pa3Mep,
KaTO YeCTOTaTa Ha T€3U PEaKLIMH € HEU3BECTHA, MO-BEPOATHO € J1a Ca PEAKH UJIM MHOTO PEIKH.
['pynupaHuTe NO YECTOTA HEXKEJIAHH PEaKLIMM ca MPEACTABEHH MO pe/la Ha HaMaJIiBaHe Ha TAXHaTa
CEPHO3HOCT.

Tabnuua 1
MedDRA SOC HexelaHH peakuuu YecToTa
Hapymennss HAa HMYHHATA CBpPBbX4YYBCTBUTEJIHOCT C Heu3BeCTHa 4yecToTa
cucTremMa
Hapymenusi Ha ouHTe Pa3apa3HeHue Ha ouMTe Penku
Hapymenusi Ha KoKaTa H KoykHa ekcdosivaums, YectuH
NOAKOKHATA ThKAH [IPYPHUTYC
KoxHa nie3us, CTpyrnen, HeuecTu
HapyLUEHUE Ha KOXKaTa,
HapylUEHUs B MUTMEHTALIUATA,
€PUTEM, UYBCTBO 3a KOXKHO
napeHe
Cyxa Ko)ka, KOHTaKTeH Penkwu
IEPMATHT, €K3emMa
OOpuB C Heu3BecTHA 4ecToTa
OO01H HApYIEeHHS H bonka, 60/ika Ha MACTOTO Ha HeuecTu
epeKTH HA MACTOTO HA npujiaraHe, pasJpa3HeHUe Ha
NPHJIOKEHHE MSICTOTO Ha MpHJIaraHe

Ycno)KHsABaHE Ha Penku
ChbCTOSHHUETO




Crobmapane Ha OAO3UPAHH HeXeNaHHW peaKLHK

Cp00IIaBaHETO HA NoAO3HUPAHH HEKE/1aHH PCAKLUHH GG pa3pCllaBaHe 3d yno*rpeﬁa Ha JICKapCTBCHHA
[IPOAYKT € BAXKHO, Tosa no3BonsgBa aa [IpOABJ/IKH HaO/IKOJeHUETO Ha CbOTHOLUIEHHETO HOHBEIIPHCK 3a
NCKAPCTBCHHA MMPOAYKT. OT MeAHMLIHHCKHTE CINIEUHATMCTH C€ U3UCKBA Ja ChOOILIABAT BCAKA
MOA03HPaHa HEXKCIdHA pEaKliva Ype€3 HALIHOHA/IHAa CHCTCMA 34 cbOOlLaBaHeE:

buarapud

HA3nbnHUTENHA areHuHa no JeKapeTsara
yi. ,,JJaMaH I'pyes* Ne 8

1303 Codus

Ten.: +359 2 8903417

YebceaiiT: www.bda.bg

4.9 IIpeao3npase

Huckara cucTeMHa abcopOumsa Ha nmokanHus TepOMHadUH npasH Mpego3sHpaHeTO MHOTO MAJIKO
BEPOATHO. MHUMASHTHOTO NOINBLIAHE HA ChAbPXKAHUETO HA enHa Tyba or 30 g or JAMHAINIT 1%
Kpem, kosro cpabpika 300 mg tepbunadun, € cbnocrasuMa ¢ pueMaHeTo Ha eaHa tabnerka Lamisil
250 mg (enuHUYHA OpanHa [103a 3a Bbh3PacTHH).

CHUMNTOMH Ha fpeao3rpaHe ciel nornbiiaie Ha TepOHHaGHH MOXKe a BKITIOUBAT rnaBofonue,
rajeHe, enuracTpu4yHa 60ska M 3aMasiHOCT.

[Tocneapawmre mepky TpsAOBa Aa ca KIMHWYHO YCTAHOBEHHU MITH NPENOPBYAHU OT UEHTHP MO
TOKCHKOAOTUA, KbJETO € HAITUYEH.

5, OAPMAKOJOI'MYHHU CBOHCTBA

5.1 PdapMaKoIHHAMHYHH CBOHCTBA

MdapmakoTepanesTUyHa rpyna; pyrd npoTHBOrsOUYHU CPEACTBA 3a JIOKATHO NPUIIOKEHUE,
ATC xono: DO1AE 15.

MexaHu3bM Ha AEHCTBHE

Tepbunagpun e anunamMuH, KOWTO NpHUTEKaBa LIMPOK CIEKTHP HA NMPOTHRBOrEOUUHO AeHcTBHE NpH
MHQEKLKH M0 KOKaTa, NPUYUHHEHHU OT AepMaToduTH, Kato Trichophyton (Hanpumep T. rubrum, T.
mentagrophytes, I. verrucosum, T. violaceum), Microsporum canis n Epidermophyton floccosum. B
HUCKH KOHLIEHTpauHH, TepduHaduH aeficTBa GYHrHUMAHO Cpelly AepMaTOdHTH, ILNECEHH H HAKOU
AUMOPOHH I'bOU. AKTHBHOCTTA cpelly ApOKAU € PpyHruuMana (Hanpumep Malassezia furfur) ninu
(yHrMCTaTUYHA B 3aBMCHMOCT OT BHJA UM,

Tepbunadun cneumndpuuHO BiKsAe Ha paHeH eTan BbpXy OUOCHHTe3aTa Ha rk0MueH crepon. Tosa BoaM
A0 ACPHLMT HA eprocTepo H HHTpaueayaapHa akyMyJaLusa Ha CKBaJieH, NpeAM3BHKBAILH KI€ThYHA
cMBpT. TepOrHaduH neHcTBa Ype3 HHXUOHPAHETO HA CKBANICH-ETIOKCH1a3aTa B rbOHYHATA KIIeThYHA
MeMOpaHa. EH3HMBT ckBalleH-eMOKCHAA3a HE € CBBP3aH ChC CHCTEMATa Ha LuMToxpoM P-450.
Tepbunaduu He noenuaBa metTaboNM3Ma Ha XOPMOHHKTE WIH Ha JPYT'H JIEKAPCTBA.

5.2 PapmMakoKHHETHYHH CBOHCTBA

Abcopbuus
Cnepn NoKamHO NPHITOKEHUE TIPH Xopa ce abcopbupar rno-Manko ot 5% oT go3ara, Nopaju KOeTo

CHUCTEMHATa CKIIO3HULIUA € MHOI' O HUCKA.

PasnpenencHue

Cnen 7-nHeBHa ynotpeba Ha KpeM WM rejl, KOHLUEHTpallMKuTe Ha TepOuHaduH B stra
HAJIMYHM B KOJIHYECTBA, MO-BHCOKM OT H3UCKBAHHTE 3a OKa3BaHe Ha GYHrHIMIHO Aefiods
MalKko 7 AHM ched CIIMPAaHE Ha JIeHeHHETO.
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53 IpeaKIHHAYHE JaHHH 32 6e30MacHOCT

[Tpu npoabaxkuTeNIHM npoyyvBaHua (10 1 roguHa) BbpXY IUILXOBE U KydeTa He ca HabnionapaHu
TOKCHYHHU €EeKTH IMPH HUKOI OT ABaTa BUJA, [IPH MpWIarale Ha opajiHM Ao3u 1o okouo 100 mg/kg
aHeBHO. [IpH BUCOKM OpanHu A03H, HEPHHUAT POl U BEPOATHO Cbllo OBOpeuuTe ca HaAeHTHOHLIMPAHU
KaTO NOTEHUHATHH TapreTHU OPraHu.

[1py ABEeroAMIIHO NPOYUBaHe HA KAPLUMHONEHHOCTTa BbPXY MHLUKH, CJ€d OpalICH [PHEM He ca
OTKPUTH HUKAKBH HEOMNNaCTUYHM Wik aOHOPMHH e(eKTH, ObJXKally Ce Ha NeveHHero ¢ A03u ao 130
(NMpH MBXKUTE HHANBUAN) U 156 (npH XKeHCKUTE WHAUBUIM) mg/Kg Ha JeH.

[Ipy ARerogUiIHO MpOYyUBaHEe HA KAPUUMHOTEHHOCTTA BBPXY [LT1bXOBE, NIPK OpalI€H NPUEM Ha Haii-
BUCOKO N030BO HUBO - 69 mg/kg nHeBHO, € HabnoaaBaHO yBENMYABAHE HA CIYYAUTE Ha YepHOAPOOHH
TYMOPH NPH MBXKHTE HHAUBUAHU. [IpoMenuTe, KOUTO MOraT Ja ce acCOLMUPAT C [IePOKCH30MHATA
npoiH(pepaums ca OWIM NOKa3aHH KaTo CneLU(UYHH 3a BUAQ, Thil KaTo He ca Ounu HabsioaaBaHH NpU
KAPLUHHOIMEHHH MPOYYBAHHUA MPH MULLKH WIH NPH APYrd Npoy4YyaBaHUA NMPH MHILIKH, KyveTa Wik
MaHUMYHH.

[lo BpeMe Ha MpOyUBAHUATA HA BUCOKH AO3U OPAIHO NMpUeMaH TepOuHadu# npu MaliMyHH ca
HabmoaaBaHK pePpPakTUAHH IPOMEHH HA PETHUHATA BbB BUCOKH 1034 (HHBOTO HA HETOKCHYEH edeKT e
50 mg/kg). Tean npoMeHH ca aCOLMMPAHH C HAUTHYHETO HA MeTabouT Ha TepOMHAdHUH B OKYyapHaTa
TbKaH W H34€3BaT CJie[l NPEKpaTABaHEe NPHEMAa Ha NEKApCTBOTO. T€ He ¢a ¢CBbP3aHH C XHCTOIOTHYHH
MPOMEHH.

CTaHOapTHUAT KOMIUISKT OT in Vifro W in vivo reHOTOKCHUYHM TECTOBE HE NOKA3BAT NAHHH 34
MYTAr€HEH WM KJIACTOT€HEH MTOTEHUMAaN Ha JIeKapCTBEHHA NPOAYKT.

He ca HabniogaBaHK HEXENaHHU JIEKAPCTBEHM PeaKUMH BbPXY (PEPTUIIUTETA WIH ApYrH
penpoOoYKTUBHH NTAPAMETPH NPHU NPOYUYBAHUA BbPXY IUTBXOBE H 3aHLIY.

6. G®APMALIEBTUUHH JAHHH

6.1 CnHCBbK HA NOMOIHHTE BEMEeCTBA

[Ipeuncrena sojaa, HATPUEB XUAPOKCHA, GEH3WIOB ANKOX0JI, COPOUTAHOB CTEapaT, LETHIOB NMaIMHKTAT,
LIETHJIOB AJIKOXOJ1, CTEAPWIOB AKOXON, noaucopbar 60, H3oNponuIoB MUPHCTAT.

6.2 HecbBMEeCTHMOCTH

Henpunoxumo

6.3 Cpox Ha rogHoCT

3 roqguHHU

6.4 CnenHaliHH YCIOBHS HA ChXPAHEHHE

Ha ce cprxpansasa npH Temreparypa noa 30°C.

6.5 BHa B ¢hAbLPKAHAE HA ONNAKOBKATA
JAMM3IIII 1% Kpem e HanvueH B nakupaHa aTyMUHHAEBa TyOa Wi B TaMHHapHa Ty0a, ¢ M 6e3
MemOpaHa (ATyMHHMEBA) K € 3aTBOPEH C MOJMNPONHIEHOBA Karnayka Ha BHUHT.
OnaxoBka: 15 g, 30 g.

He Bcnuky BUaoOBe onakoeku Morart Aa 6baar MycHaTH B rpoaaxda.

6.6 CHeuHa/IHu NpeaANa3HH MepPKH NPH H3XBbLPJAsIHE H padorTa

Hama cnenyanHy U3HCKBAHUS.
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Hensnon3paHWAT JieKapeTBEH NMPOAYKT WM OTNAAbYHUTE MaTEPHaIIK OT Hero TpabBa [a ce W3XBBPIAT
B CHOTBETCTBHE C MECTHUTE H3UCKBAHUA.

7. IIPHTEXATEJ HA PABPEHIEHHETO 3A YIIOTPEBA
Karo Healthcare AB

Box 16184

103 24 Stockholm

[ Ieenus

S. HOMEP HA PA3SPEINIEHHUETO 3A YIIOTPEBA

[[-0159/ 06.07.2007

9. HATA HA ITBPBO PA3ZPEIITABAHE/IIOJHOBSBAHE HA PASPEIIEHHETO 3A
YHOTPEBA

Jlara Ha mbpBO paspeluaBane: 16 main 2002
JlaTta Ha nocnegHo noaHoBaBaHe: 06 wonu 2007

10, HJATA HA AKTYA/IM3ZUPAHE HA TEKCTA

HOunu 2024




