KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

N3NbITHUTENHA ATEHURSA N0 NEKAPCTBATA

KDESTIRE XDENMODUCTUK Ha NPOYYXTME - [ moxmerue |

1. HME HA JIEKAPCTBEHHS ITPOAYKT

JIAMH3NI 1% Cnpeii 32 KoXka, pa3TBOp
LAMISIL 1% Cutaneous spray, solution

2. KAYECTBEH H KOJTHYECTBEH CHhCTAB

Eann rpam ot JAMMHA3HUIL 1% Cnpei 3a koxka, pa3zTBop cbabpxa 10 mg repOuHapHHOB XUAPOXIOpH
(terbinafine hydrochloride), exBuBanienTHH Ha 8,8 mg tepObunaduH (terbinafine).

[ToMoLuHK BeiecTBa: ChAbpXa nponuneHraukoa (E1520) (50 mg/g).

3a IMbJIHUA CIIHCHK ¢ fIOMOLIHH BellleCTBa, BHXKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Cripeit 3a koXa, pa3Tsop
be3useTHa 10 On1enoxbATA Tpo3pavHa TEYHOCT.

4. KJUHWUYHHA JAHHHA

4.1 TepaneBTHYHH NOKA3AHHS

['OMvHN MHDEKUNY HA KOXKATA, NPUUUHEHM OT AepMaTodUTH Karto Trichophyton (nanpumep T. rubrum, T,
mentagrophytes, T. verrucosum, T. violaceum), Microsporum canis n Epidermophyton floccosum, naupumep
MHTEPAUTUTANIEH THT tinea pedis (rOHUKKM O Kpakara), tinea cruris {(rbOMUKM B HHIBUHAJNHUTE 001aCTH) H
tinea corporis (reOHYKH NO TAIOTO).

Pityriasis (tinea) versicolor, npuunHeHa ot Pityrosporum orbiculare (M3BecTHa olle karo Malassezia furfur).

4.2 JO03HpPOBKAa H HAYHH HA PHJIOKEHHE
3a npunaraHe BLPXY KOXKara,

o3npoBka

BL3pacTHH 4 10HOIUM HA H HaJ 12 roguHH

JIAMMU3IHJI 1% Cupeii 3a koxka, pa3TBOp Ce npuiara €/JiH UM [1Ba MbTH JHEBHO, B 3aBHCHMOCT OT
UHIAHKALUNUTE.

IIpoaBJKHTEIHOCT H YECTOTA HA JICUEHHETO
¢ HHTepaurntaneH tanm tinea pedis - €AUMH MbT AHEBHO B NPOAbXKEHHE HA €1HA CeAMHUIIa;
¢ Tinea corporis, tinea cruris — € UH NbT JAHEBHO B IIPOABIBKEHUE HA €HA CeAMHLIA;
e Pityriasis versicolor — f1Ba MbTH AHEBHO B NPOAB/KEHHE HA €/1HA CEMHIIA.
O6nexuapaHe Ha KIIMHHYHHUTE CHMIITOMH OOMKHOBEHO HACTHNBA Cie HAKONKO AHH. Hepe oTpeda
HJIH NIPEXIAEBPEMEHHOTO CITHPAHE HA IEYEHUETO KPUAT PHCK OT NOBTOPHA HH(PEKLHS. '
Ha noaobpeHue cnen ABe CEAMULIM, NMALHEHTHT TPROBRA J1a C& KOHCYATHPA C JIeKap.




HauuH Ha NpHNOKEHUE
3acernarata 30Ha TpabBa Ja Ob¢ BHHMATENHO MOYUCTEHA U NMOACYLICHA MPEAH NPUIIAraHeTo Ha

JIAMHA3HWJI 1% Cnpeii 3a koxa, pasteop. Heobxoarumo e aoctareuno konuuectso ot JAMUINI 1%
Crnpeli 3a Koxa, pa3TBop 1a 0b4€ NPHNOXKEHO, 32 A2 OBNAKHHM U3LAIO0 TPETHPAHOTO MACTO H 1a NOKPHUE
3aCEerHaTaTa KOXKa U NPUIESXKAILUTE 30HH,

[1pu intertrigo (noa repauTe, MEXAy NPbCTUTE, HA OeAPEHUTE MYCKYJIM, HHITBHHAJIHO) Clie], HAMa3BaHE MOKeE
[a C€ MOCTABU MAPNEH KOMMpEC, 0COOEHO NMpe3 HOoLTA.,

JO3HPpOBKA NPH CNELHAIHH NOMYAALHM:

{leduampuuna nonyrayus
He ce npenopbuBa u3non3eaHeto Ha JJAMM3IHJL 1% Chpeit 3a koxka, pa3TBop nNpu Aeua nog 12 roauHy,
Mopaad HEAOCTAThYHHU JaHHH 3a 6€30MacHOCT U e(PUKACTHOCT.

HGHHEH?HH 8 Cmapuecka s8e3pacm
Hsma nanHM 3a NpEANCAOXKECHHCTO, YE NAUUCHTHTE B CTAPUYCCKA Bb3pacT U3UCKBAT NPUJIAraHETO Ha
pa3j/liiHa JO3UPOBKA WJTH TIPH THAX CE HabJI1I0,1aBAT HEXKENaHH JIEKapCTBCHH PEAKUHUH, PA3THYHHU OT TC3H MPH

IO-MIaJUTE MALUEHTH.
4.3 IIporHBONOKA3AHHSA

CBpPBX4YYBCTBATENHOCT KbM aKTHBHOTO BELIECTBO TEPOUHAPHHOB XUAPOXIAOPHA HIH KbM HAKOE OT
[IOMOLIHUTE BelIeCTsa, H30pOeHH B TOuka 6.1,

4.4 CnenHaani NpeiynpexieHus H NpeAna3Hu MepPKH NpH ynorpeda

o JIAMM3NJ 1% Crpeii 3a xoxa, pa3TBop Tpabsa na ¢e M3noa3sa ¢ BHHMAHHME NPY MALMEHTH C
KOXKHH JIE3UH, MPH KOUTO ATKOXONBLT MOXE 1A NMPUYUHH APA3HEHE.

o JIAMM3HJI 1% Cnpeii 3a xoxa, pa3TBop He TpsAOBa 1a ce U3MO0N3Ba BbPXY JIULIETO.

o JTAMM3IHJI 1% Cnpeif 3a xoxa, pa3TBOp € CaMO 3a BhHILHA ynoTtpeba.

o JIAMH3NJI 1% Cupeii 3a Ko3#a, pasTBop MOXE A3 NPeAU3BUKA Ipa3HeHe Ha ouuTe. B cnyyaure
Ha MHUHAEHTHO nonagade Ha JIAMMINJII 1% Crpeii 3a xoxa, pa3TBOp B OUHTE, U3NNAKHETE A
CTapaTe/IHO ¢ Te4alua BoAa.

o JIAMH3HNII 1% Cupeii 3a xoxka, pa3Teop TpaOBa Ja ce ChXpaHsiBa Ha MACTO, HEJOCTBIHO 3a
aeua.

o Jla He ce BaMiuBa. KoHcynTupaiite ce ¢ nekap, B CJIy4auTe Ha HHUMAEHTHO BAULIBAHE Ha
JAMMHINJI 1% Cupeit 3a koxxa, pa3TBOpP, aKO HAKAKBU CUMIITOMHM CE€ PA3BHAT UNHU IPOABJKABAT.

e He Tpabpa aa ce no3Bonspa 6eberara fa BIH3AT B KOHTAKT ¢ Koxa, TpeTupaHa ¢ JAMHU3INJII 1%
Cnpeii 32 KoXa, pa3TBOP, BKJIIOUHTENHO KOXaTa Ha FbpAHTE.

Hudopmanngd, oTHACALIA e 34 MOMOIIHUTE BelleCTBA
JIAMHU3IHNJI 1% Cnupeif 3a xo:ka, pa3TBOp CbAbpXa:

- [lponunenrnukon: 9,7 mg BbB BCAKA AHEBHA /1033, KOMTO ca eKBUBaJIeHTHH Ha 50 mg/g.
[IponuaeHrNMMKOIBT MOXE Ja MPUYIHUHM Jpa3HEHE HA KOXaTa.

- 46,56 mg anxoxona (€TaHON) BbB BCAKA 1034, KOETO € eKBUBANEHTHO Ha 250 mg/g oT 96 ¢
Toli MOXe na npeau3BHKA ycelllaHe 3a napeHe BLPXY YBPEAEHA KOXA.

4.5 BiaumogeHcTBHE ¢ IPYrd JeKapCTBEHH NPOAYKTH H ApYyru ¢opMH Ha B



He ca u3BecTHM B3aUMOJAEHCTBUS C JIOKAJTHUTE (OPMH HA TEPOMHA(UH.
4.6 @epTHIHTET, OPEMEHHOCT H KbpMeHe

bpemMeHHOCT

Hsima kauHuueH onuT ¢ TepOuHaduH npu OpemeHHH xeHu. M3cneaBanusTa 3a ¢perycHa TOKCHYHOCT TPH
)KHBOTHM HE NPEANoJaraT HexelaHH JeKapCTBEHU peakU MU (BHXK Tovka 5.3 ,,IIpeAKJIMHUYHHU 1aHHH 32
oe3onacHocT). JAMMU3IHNJI 1% Cupeii 3a Ko:ka, pa3TBOp He TpssOBa J1a ce U3MoJi3Ba M0 BpeMeE Ha
OpeMEeHHOCT, OCBEH IMpPHU KaTeropuyHa HEOOXO0AUMOCT.

KbpMmeHe

TepOuHaduH ce ekckpeTrpa B kbpmarta. Clie/l JOKaJIHO MPUJIOKEHHUE Ce oOYakBa ciada CHCTEMHa
excno3uuus. [lopaau ToBa, KbpMeELMTE XEHU TPAOBa Aa U3noJ3Bar TepOMHApUH caMo aKo OYaKkBaHaTa
[10J13a OMpaB/laBa pUCKa 3a KbpPMayeTo.

KaTto nonb/iHeHHE, HE TpsOBa J1a ce No3BoJisiBa OedeTara 1a BJIM3aT B KOHTAKT C TPETHpAHATa KOXa,
BKJIFOYMTEJIHO I'bPAUTE.

DOepTUIHUTET
[To BpeMe Ha U3MMTBAHHUATA C )XKUBOTHHU He ca OMM HabMoaaBaHu epekTH Ha TepOuHarHa BbPXY
bepTHaUTETA.

4.7 EdexTn BbpXy cnocobHOCTTA 32 I1oHpaHe H paboTa ¢ MALIHHH

JIAMHU3NJI 1% Cnpeii 3a Koka, pa3TBOpP HE NOBJIMABA UK MOBJIMABA NPEHEOPEIKUMO CrIOCOOHOCTTA 3a
wogupaHe U paboTa ¢ MaLLUHMU.

4.8 Heske/1aHH J1eKAaPCTBEHH peaKUHH

Hexenanure peakuuu (Tabdu. 1) ca noapeaeHu no CHCTEMHO-OPraHHM KJ1aCOBE M B 3aBUCUMOCT OT 4yecToTara
KaTO Ce W3M0JI3Ba clielHaTa KOHBEHLMUs: MHOro yectH (= 1/10); yectu (= 1/100, < 1/10); Hewectu (= 1/1000 <
1/100); peaku (= 1/10 000 < 1/1000); muoro peaku (< 1/10 000); ¢ Heu3BecTHA YecTOTA (OT HAJIMYHUTE
NIaHHHW He MoXe 1a ObJie HanpaBeHa olleHKa). [1ocT-MapKeTHHIOBO YCTAHOBEHHUTE HEXKEJJaHU peaKlMH ca
J0KJ1aJiBaHHU J00OPOBOJIHO OT HACEJIEHHUE C HEOMNPEAE/IEH pa3Mep, KaTo YeCToTara Ha T€3U peaKkLuy €
HEU3BECTHA, [10-BEPOSITHO € /14 €A PEJIKK UJIM MHOT'O PE/KH.

[‘pynupaHuTe N0 YECTOTA HEeXEJIAaHW peaKLiMK ca MpeACTaBEHHU M0 pe/la Ha HaMaJIsIBaHe Ha TIXHara
CEPUO3HOCT.

Tabnuua 1
MedDRA SOC Hexe/1aHu peakluu YecToTa
HapyuieHHst HA HMYHHATA CBpBbXYYBCTBUTEJHOCT C Heu3BECTHA YecToTa
cucremMa

HapyumieHus HA OoUHTe Pazapa3HeHHe HA OUUTE Penku




HapymieHuss Ha KoKaTa H KoxHa excdonunauus, YecTu
MOJAKOKHATA TbKAaH [NPYPHUTYC

KoxHa ne3us, CTpyIeH, Heuectu
HApYLUEHUE HA KOXKATa,

HapyLLIEHUS B MUITMEHTALUSATA,

EPUTEM, YYBCTBO 32 KOXKHO

napeHe

Cyxa KOXa, KOHTaKTEH Penku
AEPMATHT, eK3eMa

OOpuB - C Heu3BecTHa 4yecToTa
OO0mH HApYyLIEeHHS H boJika, 00Jika Ha MACTOTO Ha HeuyecTH
ebeKTH HA MACTOTO HA NPUJIOKEHHUE, pa3pa3HEHUE
. NPHJIOKEHHE Ha MACTOTO Ha NPHJIOKEHHE
Y CN0XKHsBaHE Ha Peaku
CbCTOAHHUETO

Cbob1u1aBaHe Ha NOA03UPAHUA HEXETAHU PeaKInu

CbobuiaBaHETO Ha MOAO3HPAHU HEXKEJIaHW peaKL My Clie]l pa3pellaBaHe 3a ynorpeda Ha JieKapCTBEHHUS
NPOAYKT € BaxkHO. TOBa no3BoJisBa a NPOAbIKH HAOAKOJEHHETO HA ChOTHOLLEHHUETO MOoJI13a/pUCK 3a
JleKapCTBEHHUS NPOoAYKT. OT MEAULMHCKHUTE CIELMAIMCTH Ce U3MCKBA Ja ChoO11laBaT BCsAKa MoA03MpaHa
He)KellaHa peaKlMsa Ype3 HallMOHAIHA CUCTeMa 3a ChoOlllaBaHe:

bbarapus

M3nbaHUTENHA areHU M no JIEKapcTBaTa
yn. ,,JlamsH ['pyeB*™ Ne 8

1303 Copus

Ten.: +359 2 8903417

YebcaiiT: www.bda.bg

4.9 IIpeno3upane

Huckara cucremHa abcopObuus Ha okanHUsl TepOMHA(DUH MPaBU NPEeaO3UPAHETO MHOIO MAJIKO BEPOSITHO.
MHUMAEHTHOTO NorjibliaHe Ha cbabpxkaHueTo Ha eaHa 30 ml 6yrunka ot JAMM3HNII 1% Cnpeii 32 Koxka,
pa3TBop, KOATO cbabpxka 300 mg TepOMHaPUHOB XHAPOXIJIOPHJ, € CbIIOCTaBUMA C TPUEMAHETO Ha €/1Ha
rabaetrka Lamisil 250 mg (eaMHHYHA nepopaiHa 103a 3a Bb3PACTHH ).

CHUMITOMHU Ha Npeno3upaHe cjied norjabliade Ha TepOuHaduH MoXe aa BKJIOYBAT rjiaBobosive, rajeHe,
enuracTpuyHa 0oJika 4 3aMassHOCT. B ciyyanTe Ha MHUMAEHTHO NEPOPAHO NOrJIbllaHe, aJIKOXOJIHOTO
cbabpxaHue (28,87% (v/v)) na JAMMU3IHUII 1% Cnpeii 3a koxa, pa3TBop TpsOBa na Obe B3eTO noj
BHUMAHHE.

[locneasauinTe MepkH TpsOBa a ca KJIMHHYHO YCTAHOBEHHU MJIM MPENOpbYaHHU OT LIEHTBHP MO TOKCHUKOJIOTHS,
KbJETO € HAJIHYEH.

5. GOAPMAKOJIOT'TYHHU CBOUCTBA




5.1 PapMaKOAHHAMHYHH CBOHCTBA

®apmakoTepanesTHuHa rpyna: J{pyru npoTHBor-OHYHHK CpeACTBa 33 NTOKAIHO MPHUJIOKEHHUE.,
ATC xon: DO1AE 15.

MexaHH3bM Ha JEHCTBHE

TepbuHaduH ¢ anunaMuH, KOUTO NPUTENKABA LLHPOK CMEKTbP HA NPOTHBOrbOHYHO AeHCcTBHE NPK 'EOUYHH
HH(EKUHH Ha KOXATa, NPRMHHEHH OT aepMaToduTH, kato Trichophyton (Hanpumep: 1. rubrum, T
mentagrophytes, I. verrucosum, T. violaceum), Microsporum canis u Epidermophyton floccosum. B HuCckH
KOHUEHTpaluuy, TepOrHaduH aekicTBa PYHIrHUMAHO cpelly AepMaTOPUTH, TNIECEHHU U HAKOH ITUMOpQHHU
OU. AKTHBHOCTTA CpeLLy ApOXaH € PyHruunaHa (Hanpumep Pityrosporum orbiculare wru Malassezia
furfur) Unu QYHrUCTaTHYHA, B 3aBUCHMOCT OT BHJA HM.

TepbuHapuu cneuudPHIHO BIULE HA paHEH eTan BbpXy OHOCUHTE3aTa Ha IeOUUEH ¢Tepos. ToBa BoaH A0
AePUUUT Ha €procTepo U 40 HHTpaUenynapHa akyMylallis Ha CKBaJieH, MPEIM3BUKBALLIH KJIeTbYHA CMBPT.
Tepbunadun aekcrTa upes HHXHOUPAHETO HA CKBAJICH-EMIOKCHAAa3a B rbOMYHATA KJieTb4Ha MeMbpaHa.
EH3UMDBT CKBAJIEH-€NOKCHUA3a HE € CBbP3aH CbC CHCTEMATa HA UMTOXpoM P-450. TepbuHaduH He noBnusBa
MeTabOoNH3Ma HA XOPMOHHTE MM Ha JPYTH JIeKapCTBa.

3.2 PDapMaKOKHHETHYHH CBOMCTRA

Abcopbiing
[Ipu xopa, no-manko ot 5 % ot no3ara ce abcopbupa cneg J0KaNHO NPUNOXKEHHE, MOpadl KOETO CHCTEMHATA
€KCMO3ULIHA € MHOTO HHCKA.

5.3 IIpenxnnHAMHEM JaHHH 32 (e30NaCHOCT

[Ipy npoabKUTENHU NpOyYBaHUA (B0 1 roAMHA) BbPXY NABLXOBE H KyUueTa, He ca HabnoaaBaHd TOKCHYHU
e(pexTH NpY HAKOHA OT ABaTa BUAa, HAONIOAaBaHU NPU APYrdM BUROBE MPH MPUJIAraHE HA NMepopaiHy J03H A0
okono 100 mg/kg aneBHo. [1pyU BUCOKH NEPOpaTHH A03H, YEPHUAT Apod U BEPOATHO Cblo 6bOpenure ca
HACHTHPHLUHPAHH KATO NMOTEHUHANHH TAPr€THH OPraHH.

[1py nBEroavIHO NpOYYBaHE HA KAPLUHWHOTEHHOCTTA BbPXY MHILKH C/I€l MEpOpaIeH NpPHEM, He ca
HANnpaBeHH HHKaKBH HEONJIACTUYHHN UM aDHOPMHHU e(PeKkTH, AbJDKALUM Ce Ha JIeYEHUETO ¢ 1034 10 130 (npn
MBXKUTE HHAUBUAMW) U 156 (IIPpHU KEHCKUTE MHAMBHJIH ) mg/kg HA AeH.

[Ipy nBeroAMIIHO NpOyYBaHe Ra KAPLUMHOMEHHOCTTa BBPXY MIbX0BE, Haii-BHCOKO HO30BO HUBO - 69 mg/kg
JHEBHO, € Ha0JII0AaBaHO YBENHYABAHE Ha CAYUaUTE Ha YePHOIAPOOHH TYMOPH NPH MbXXKHTE HHAUBUIM.
[IpoMeHuTE, KOUTO MOTAT ja ce aCOLMUpAT ¢ NEPOKCU3OMHaTa nponudepauns ca OUIK MoOKa3aHW Kato
cneuupUYHHM 3a BHAA, 10KaTO He ca 6unyu HabnwaaBaHU NpY KAPLUMHOTEHHYW MPOYYBAHUA MPH MUILLKH HIIH
pY JpYryd NpoyuYBaHUs MPH MUILKH, KYYETA UK MaliMyHH.

[lo BpeMe Ha NPOYYBaHUATA HA BUCOKH JO3H MEPOPAIHO npueMaH TepOuHaguH, Mpyu MaitMyHH ca
HaOmonaBaHH pepaKTHIHH TPOMEHH Ha PETUHATA BbB BHCOKH J03H (HUBOTO Ha HETOKCHUYEH edekT € Ou0
50 mg/kg). Tesn npoMeHs ca aCOUMUPAHU C HATUYHETO Ha MeTaboNHnT Ha TepOuHadUH B OKyllapHATa ThKaH
H H34€3BaT CJIEA NPEKpaTABAHE NIPUEeMA Ha NEeKapCTBOTO. Te He ca CBbp3aHH ¢ XUCTOJOrHYHH APOMEHH.
CTaHOapTHUAT KOMIINEKT OT in Vitro U in vivo TeHOTOKCHYHM TECTOBE He ¢a MoKa3alau JaHHH 32 MyTAreHEH
MJTH KJIACTOTEHEH MOTEHLHA HA JIEKAPCTBEHUS NPOAYKT.

He ca HabnronaBaHu HeXenaHH NEKApCTBEHH peakUuuy BbpXY GepTHAHTETa KU APYTH PENPOAYKTHBHH
napaMeTps NpU NpoOyUBaHUS BbPXY ILTEXOBE M 3ailiu. *

6. GAPMALIEBTUYHH JAHHH




6.1 CnuchbK Ha NOMOIHKTE BelleCTBA

[IpeuncteHa Bona, eTaHon 96%, NPOMUACHIIKKO, MAKPOTr0J10B LIUTOCTEAPHIETED.

6.2 HechbBMECTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHocT

3 FOOUHM.

6.4 CreuHa HHK YCJI0BHS HA ChbXpPAHEeHHE

Ha ce coxpaHdsa npu teMneparypa nog 30°C. [{a He ce 3ampassBa.

6.5 BHAa H ¢BABLPXKAHHE HA ON3AKOBKATA

JJAMM3INJI 1% Cnpeii 32 koxa, pa3TBOPp € HaJIMYCH B OYTHUIKA OT NONHETHNEH C BUCOKA MITBTHOCT C
HarbHaTO BP0 U CIper nomna.

Onakogka: 15 ml ¥ 30 mi. He BcHukn BUAOBE ONAKOBKH MOrat jga 6baar nycsaTtd B npojaxoda.
6.6 Coeuuansy npeanasHyn MepKH NPH H3XBbPJIAHE H padoTa

HsMa crieiHaaHHd W3HCKBaHHUA.

Hewnsnon3paHMAT JIEKApCTBEH NPOAYKT UM OTNAIBbYHUTE MATEPUHAJIH OT Hero TpsaOBa Ja ¢e U3XBBLPJIAT B
CHOTBETCTBHE C MECTHUTE U3UCKBAHUA.

7. ITPUTEXATEJ HA PASPEUHIEHUETO 3A YIIOTPEBLA

Karo Healthcare AB
Box 16184

103 24 Stockholm
HIBeuus

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEBA

11-6055/23.10.2009

9. JATA HA ITbPBO PA3ZPEIIABAHE/TIOTHOBABAHE HA PASPEIIEHHUETO 3A
YIIOTPEDBA

Hata Ha mbpBO paspewasale: 14 wonu 2006
JlaTa Ha nocaeaHo nogHOBABaHe: 23 okToMBpH 2009




10. JATA HA AKTYAJIUZUPAHE HA TEKCTA

HOuu 2024




