KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHMUS ITPOAYKT

OYHI'UTEP 1% kpem
FUNGITER 1% cream

y 5 KAYECTBEH U KOJIMYECTBEH CbCTAB

FauH rpam OYHI'UTEP 1% kpem cbabpxka 10 mg tepOunaduHoB xuapoxsopuj (terbinafine
hydrochloride).

[ lOMOLIIHM BelecTBa C U3BECTHO ACHCTBHUE: LIETOCTEAPHIIOB aJIKOXO0J, MeTHnapaxuapokcubensoar (E218)

W nponuianapaxuapokcudensoar (E216).
3a MbJHUSA CIMUCHK C MOMOILLIHK BElECTBa, BUXKTE TOYKa 6. 1.

T A I

3. JIEKAPCTBEHA ®OPMA . Vi -ﬂinh.Jr.-ilﬁTEJI*tH MEHLIMH G J iEKAPCTBATA

—

Kpamxa xapaamupuamuxa Na nNpogyxma - [lpuscxxenue 1 I

Kpewm.

bsn 1o noutu 051 Kpem.

4. KIOUMHUYHHU JAHHHU

4.1. TepaneBTHYHH NOKA3AHUSNA

['bOMYHKH HH(EKIMH HA KOXKATa, IPUYHHEHH OT aAepMaToduTH Kato Trichophyton (nanpumep T. rubrum, T
mentagrophytes, T. verrucosum, T. violaceum), Microsporum canis n Epidermophyton floccosum, Hanpumep
HHTEPAUTHTAJIEH U IUIAHTAPEH TUN tinea pedis (rbOMYKHK NO Kpakara), tinea cruris (rbOWYKH B HHFBUHAJIHUTE

obs1acTh) U tinea corporis (rbOMYKH MO TAIOTO).
MHdexunn Ha KoxkaTta, NPUYUHEHHU OT JPOXAH, OCHOBHO Te€3M, npeausBukanu ot Buaa Candida (Candida

albicans).
Pityriasis versicolor, npuunneHa ot Pityrosporum orbiculare (u3BecTHa owe kato Malassezia furfur).
4.2. Jlo3upoBKa H HAYHH HA NPHJIOKEHHE

3a npuJjiaraie BbpXy KoxKara.

J1o3upoBka

Bb3pacTHH 1 geua Haja 12 roauHu

OYHI'UTEP 1% kpem ce npunara 1-2 nbTH Ha A€H, B 3aBUCUMOCT OT THNA U MACTOTO Ha UH(]eKLUsTA.

npDﬂ'bﬂ}l{HTeﬂHDCT H HYCCTOTA HaA JICHCHHUCTO.
® HWHTCPAHUTIHTAJICH THII tinea pEdIS €CAHH IIbT AHEBHO B MNPOABJIKCHHE Hﬂ E,I],Ha CE,IIMHU.B.
® [UJIAHTApPECH THII tinea pEdH — ABa IIbTH JHCBHO B IMPOABJIDKEHHE HA ,.[LH»& CE,H.MH]J,H
® [inea Cﬂ?’p()ﬂ.ﬂf tinea cruris - €1UH MIbT AHEBHO B NpoABb/IZKEHHE HA e,f[Hﬂ CEAMHLA,



® KOXHA KAHAMAHKA3a - €HH UJIK 1Ba& MHTH JHEBHO B NPOALIDKEHHE HA €AHA HIIH ABE CEIMUIH;
® pityriasis versicolor - eAMH WK 1Ba ITbTH AHEBHO B NMPOABJDKEHHE HA ABE CCAMHIH.

OO0nekyaBaHeTO HA KIMHHUYHUTE CHUMNTOMH OOHKHOBEHO HAcTBNBA Cl€A HAKOJMKO AHH. HepernosHara
ynotpefa HiIu NpeXACBPEMEHHOTO CIIHPAHE HA JCYCHHUETO KPHSAT PHCK OT NMOBTOPHA HH(eKkuua. AKO HAMA
NpHU3HALK Ha nonofpeHne cen ABe CSAMHLH, NAUHeHThT TPpAOBa A4 ce KOHCYNTHpA C JieKap.

Hauun Ha NpUACKEHHE
3acernarara 30Ha TpsbBa Aa OblAe BHHMATEJIHO MOYHCTEHA M MOACYIIEHA MpEAH NpHAaraHeTro Ha

OYHI'UTEP 1% xpem. KpembT Tps68a 1a 65b4¢ NPHIOKEH BbPXY 3aC€rHara KOXKa U NPHIISKAIMTE 30HH Ha
TeHBK CNOK U 1a ObAe BTPHT HEXHO.

[IpH 30HH, KBAETO KOXaTa Cc€ MNpereBa (MO IbPAHTE, MEXAY MPLCTUTE, HA OCAPEHHTE MYCKYJIH,
HHTBHHANHO) CJIeR HAMa3BaHe MOXe 4 Ce NOCTaBH MapieH KoMIpec, 0cobeHO Ipe3 HoLuTa.

Ieduampuuna nonyaayus
Knunuuunstt onut ¢ PYHI'UTEP 1% xpem npu aeua nog 12 rogMHu € OrpaHWyeH, nopagd KoOeTo

ynotpefaTra My He ce NpenopbYBa.

ITayuenmu 8 cmapuecka év3pacm

Hsama paHHM 3a NPEANONOKEHHMETO, Y€ MAUMEHTHTE B CTapyecka Bb3pacT H3UCKBAT NPHIIATaHETO Ha
pa3NU4HA AO3APOBKA HJIH Y€ NIPH TAX C¢ HAOMOAaBaT HEXEJIAHH JIEKapCTBEHH PEaKIHH, pa3siHyHH OT TE3H
NPy NO-MJATHTE MAaMEHTH.

4.3. IIpoTHBONOKA3AHHUA

CBPBXYYBCTBHTENTHOCT KbM AKTUBHOTO BeLIECTBO TepOHHa(pHHOB XMAPOXJOPHA HAM KbM HAKOE OT
NOMOLUHHUTE BellecTBa, H30poeHH B Touka 6.1.

4.4, CrnenHanHn NpeaynpexXIeHHs H NPeINa3sHEd MepKH nNpH ynotrpeba

OYHI'UTEP 1% xpeM € camo 3a BbHIIHA ynoTpeda.

OYHIUTEP 1% kpem Moxe na npeau3BHka ApasHeHe Ha ouuTe. B ciyyanTe HA HHUMASHTHO NomnajaHe Ha
OYHI'UTEP 1% xpeM B oUHTE, H3NNAKHETE I'H CTAPATENHO ¢ Teyallla BoJa.

QOYHI'UTEP 1% kpeM Tpabra ga ce cpxpaHsaBa Ha MACTO, HEAOCTBHITHO 32 Aella.

Axo ®YHI'UTEP 1% kpeM ce npunara BepXy Tuuero, TpaOBa aa ce u3bArea 30HaTa OKOJIO OYHTE.

OYHI'UTEP 1% kpeM coabppxa:
- LIETOCTEeapHJIOB alnkK0X0J], KOHTO MOXe Ja NPHYHHH JIOKATHH peakUy (Hanp. KOHTAKTEH ASPMATHT).
- nponuanapaxuapokcubensoar (E216) u merunnapaxmapokcubenzoar (E218), xouTo Morar aa
MPHYKHHAT &JIEPrUHYHH PEaKUHH (BepOATHO OT 3a0aB&H THII).

4.5. BiauMoaeHcTBHe ¢ IPYIrH JeKapCTBEHH RPOAYKTH B APYrH QOpPMHA HA B3aEMOAeHCTBHE

He ca u3BecTHH B3aHMOAEHCTBHSA C TOKANHHTE GOpMH Ha TepOUHAPHHOB XHIPOXNOPH],

4.6, @epruanTer, 6GpeMEHHOCT H KhPMEHE

bpeMeHHOCT




Hama knuHHYEeH OMHT ¢ TepOuHaduH npy OpeMeHHH XeHH. Micnensanusara 3a ¢eTyCHa TOKCHYHOCT IMpH
KHBOTHHTE He npeanonarat Hexenawu nekapcrBeHn peaxuuu. OYHIUTEP 1% kpem He Tpadea na ce
H3N0N3B2 N0 BpeMe Ha OpEeMEHHOCT, OCBEH NPH KaTeropHiHa HeOOXOAUMOCT.

KepMmeHe

Tepbunaduu ce exckperHpa B kbpMara. Cnel JOKANHO MNpHUAOXKEHHE Ce ovaksa ciaba CHCTEMHa
exkcriosunug. [lopany toBa, kppMmewuTe xeHu Tpabea na usnonssar PYHI'HUTEP 1% xpem camo ako
OYaKBAHATA MON3a OTIPaBAABa PHCKA 34 KbpMavueTo. KaTo JomenHeHHe, He TpsaOBa aa ce no3BossBa bebeTaTa

Ia BJK3AaT B KOHTAKT C TPETHPAHATA KOXKa, BKJIIOUHTEINHO 'bPAMTE.

DepTUNHTET
[Io BpeMe Ha M3NHTBAHHATA C JKUBOTHH He ca Ownu HabmozasaHu edekTH Ha TepbHHaduHa BBPXY

¢geprUnuTeTA.

4.7. EdexTH BbpXY cnocobnoctTa 33 modpupane 1 pabora ¢ MAHHHA

OYHI'HUTEP 1% kpeM He nosausasa cnocobHocTTa 3a wodupare ¥ pafota ¢ MalInHY.

4.8. Hexenanu JeKAPCTBEHH PeAKLIHH

JlokanH® CHMITTOMH KATO MPYPHTYC, KOXkHA ekconaius, 6onka Ha MACTOTO HA NMpHIaraHe, pasApa3HeHHe
Ha MSCTOTO HA NIpHJAraHe, MHrMEHTALKOHHH HApYLIEHUs, YYBCTBO 332 KOXHO NapeHe, epuTeM, cTpynel u
ApYTH MOTAT A4 ce MOABAT Ha MACTOTO Ha mpuiaraHe. Te3w He3HAUMTENHH CHUMITOMH TpsGBa ga Guaar

pasrpaHH4€HH OT PEaKUHHTE Ha CBPBXUYBCTBHTENHOCT, BKAOYBAIUK OOpHB, KOHTO ca OHNH JOKIaABaHK B
CNIOpaIHYHH ClIydaH U H3HCKBAT NPEeKpaTABaHe Ha JIeYeHHETO. B cnyyanTe Ha HHUHACHTEH KOHTAKT ¢ OYHTE,
TepOHHA(HHOBHAT XHAPOXJIOPHA MOXeE Aa NMpeAU3BHKA pa3Apa3HeHHe Ha OuKuTe. B peAkH ciyyaH, CKpHTaTa
(n1aTeHTHA) rEONYRA HHOEKLIHA MOXKE & C€ YCIIOXHH.

HexenaHute NEKapCTBEHH PEAKLIMKU €a KIaCKPULHPaHH B CHCTEMO-OPraHHH KacoBe H N0 YeCTOTa: MHOIO
gyectH (>1/10), yectn ( 1/100 po < 1/10), veuect (= 1/1 000 go < 1/100), peaxu (=1/10 000 mo <1/1000),
MHoro peaku (< 1/10 000), ¢ HeusBecTHa yecToTa (He MOXe Ja ObAe HanpaBeHA OLICHKA OT HANHYHHUTE
JIAHHH).

HapylieHus Ha HMYHHATA CHCTEMA
® C HEu3eeCcmra yecmoma - CBPbXUYBCTBUTEIHOCT.

HapylieHHg Ha QYUTE
® peoKu - pa3lipasHEHHE HA OYHTE.

HapyiieHHs Ha KOXATA H MOAKOXKHATA THKAH
® yecmu - KOXHa ekchonHauus, NPyPUTyC;

® Hewecmu - KOKHHM JIE3Ms, CTpyned, HapyLUeHHe Ha KOXATa, IMIMEHTALIHOHHO HAPYLLIEHHE, EPHTEM,
YYBCTBO 32 KOXKHO ITapeHe;
® peoku - CyXa KOXa, KOHTAKTEH JEPMAaTHT, €K3eMa;
® ( HeussecmHa vecmoma - OOpPHUB.
Obuu H CHUA ¥ eDEKTH Ha MACTOTO HA [TPUIOKESHHE
® neyecmu - O0NKa Ha MACTOTO Ha NpYnaraHe, pasapasHeHUE HA MACTOTO Ha NpUJIaraHe;
® peoKl - YCII0KHABAHE HA CbCTOAHHETO.

Crobingrane Ha NONO3HPAHN HEXEIAHH DEAKIIHH
Cno0mapaHeTo Ha NONO3WPAHH HEXENaHH PEaKiHH cjlel pa3peliaBaHe 3a ynmﬁ&_* Ha
NPOAYKT € BakHo. ToBa MO3BOJIABA Aa NMPOABDKH HabmoAeHHETO HA Chb tﬁ! ro"
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JNleKapCTBEHHS MPOAYKT. OT MEIHUMHCKHTE CNELHANMCTH e M3MCKBA Ja ChOOMABAT BCAKA MOAO3MpaHa
He)XKeJlaHa peakiys upes:

HA3mrbaHMTENIHA arcHIUS 10 IEKApCTRATA

ya. “IHamsan I'pyes” Ne 8

1303 Codus

Ten. +359 2 890 34 17

yebcaiit: www.bda.bg

4.9. IIpeno3upaHe

Huckata cucreMHa abcopbuns Ha noxkanHus TepOunadHH npaBH NPeO3HPAHETO MHOT'O MAJIKO BEPOSITHO.
Axo wHiHAeHTHO ¢ norweaHar OYHI'UTEP 1% xpeM, npenopbUMTEHOTO JICUEHHE HA NpeAo3HpaHe Ce
CbCTOM B ETUMHHHPAHE HA aKTHBHOTO BEILECTBO - IThPBOHAYANHO C HA3HAYABAHETO HA AKTHBEH BHIVIEH H
HA3HAYABAHETO Ha CHMNTOMATHYHO NOATbPXKALLA TEparus, ako e HeoGX0auMO.

CHMIOTOMH Ha Mpeno3upaHe ciief NorfnbliaHe Ha TepOuHadUH Moke Ja BKITIOYBAT riasobonwue, raaeHe,
enuracTpdyuna 60aka ¥ 3aMagHOCT.

5. GOAPMAKOJJOIHYHM CBOUCTBA
5.1. PapMakoAHHAMHYHH CBOHCTBA

dapMakoTepanepTHuHa rpyna: Jpyru npotuBorsOHUHH CPEACTRA 33 NOKAIHO NPHIOKEHHE,
ATC xon: DOLAE1S

MexaHus3LM Ha AeHcTBHE
TepbuHaduu e aTUNaMHH ¢ IIHPOK CMEKTHP HA NPOTHBOrbOHYHO AelcTBHE npH HUHPEKUHMH Ha KOXKaTa,

NPHYHHEHH OT nepMaToduTH, Karo Trichophyton (HanpumMmep T. rubrum, T, mentagrophytes, T. verrucosum,
T. violaceum), Microsporum canis 1 Epidermophyton floccosum. B HHCKH KOHUCHTpauHH, TepOuHAPHH
neictea dyHrMUMAHO cpelly aepMaTodHTH, TUICCEHH W HAKOM AHUMOpPOHH rbbu. AKTHBHOCTTA Cpeuly
ApoxaH € GyRruuuaHa (Hanpumep Pityrosporum orbiculare unu Malassezia Furfur) win dydrucratuysa B
3aBHCHMOCT OT BHJA HM.

TepbuxnapuubpT HMa npoabKHTETHO AcHcTBHE. IIpH no-manxo or 10% oT nauueHTUTE ¢ rROHYKH MO
KpaKara, T€KYBaHHK eAHa ceaMHLa ¢ TepbuHapun kpeM 1% ce Habmoaara nopTopHa HHQEKUHA A0 3 Mecela
clie]l HAYaIoTO HA JIEYSHHETO,

TepbunaduH cnennpuyHO BIHAE HA paHEH eTam BbpXy OHOCHHTEe3a Ha reOHdYeH crepona. Toba BOAH A0
BedUUHT HA eProcTepos H MHTpaleayapHa aKyMyJlallusd Ha CKBaJIeH, [TPEAH3BHUKBAILM KNETHYHA CMBPT.
Tepbunadun aelicrsa upe3 HHXUOMpaHETO HA CKBAICH-MOKCHAa3aTa B r'bOHYHATa KiaeThuHAa MemOpaHa.
EH3UMDBT CKBANCH-ETIOKCH/a3a HE € CBBP3aH CbC CHCTEMAaTa Ha LHTOXpOM P-450,

TepbrnaduHBT He NOBAHABA MeTabOJIH3Ma HA XOPMOHKTE HNH Ha APYTH IEKapCTBa.

5.2. (PapMaKOKHHEeTHYHH cBoiicTBa

Ciea nokanaHo MpUNOKEHKE MpH Xopa ce abcopbupar no-mManko or 5% ot Z103aTa, NOpaaH KOETO CHCTEMHATA
€KNO3ULHA € MHOI'O HUCKA,

Cnepn ceaemanepHa ynorpeda na OYHI'UTEP 1% xpem, koHueHTpauuute Ha TepOnHadun B stratum
corneum ca HaJlKYHH B KOJIHYECTBA, NMO-BUCOKH OT H3HCKBAHKTE 384 OKA3BAHE Ha
Han-MaIKo celleM AHH Clie]l CIHpaHe Ha JIeUYeHHETO.




5.3. Ilpeaxannuunm AavHH 33 6e3onacHocT

IIpu npoabJDKHTENIHK Npoy4YBaHua (A0 | roauHa) BepXY IUIbXOBE H Ky4eTa He ca HabymofaBaHH TOKCHYHH
e()eKTH NpH HUKOM OT ABATA BUAA, ITPU NpHJaraHe Ha opaiHy 103 10 okoio 100 mg/kg aHeBro. IIpK BHCOKH
OPaIHH HO3H, YEPHHAT Apo0 M BeposATHO cbllo ObOpeunte ca MACHTUDHLUPAHH KaTO NOTCHIUHAIHH
TAPreTHH OpraHH.

[Ipn ABEeroRMIHO NpOYYBaHE Ha KAPIMHOICHHOCTTA BbPXY MHILKH, ClCA OpaleH MpHeM He ca OTKPHUTH
HHKEKBH HEOTIACTHYHH WM aGHOPMHH e(eKTH, XBKALLY ce Ha JieueHUeTo ¢ J034 A0 130 (rmpH MBXKKHTE

HHAUBHAH) U 156 (pH )keHCKHTEe HHAMBHAH) mg/kg Ha JAeH.

[Ipy pBeroaviHoO npoy4YBaHe Ha KSPUKMHOMEHHOCTTA BBPXY ILUTBXO0BE, IPH OpaJieH NPHEeM Ha HaH-BHCOKO
A030B0 HHBO - 69 mg/kg nHeBHO, ¢ HabmonaBaHO YBENHYCHHE HA CIYHaHTE HA YEPHOAPOOHH TYMOPH NpH
MBIKKHTE MHHIUBUAAH. [IpOMEHHTE, KOHTO MOraT ia C€ aCOLHHpAT ¢ NEPOKCH3OMHATa nponudepanus ca 6rum
OKA3aHH KATO CIiCUH(H4HH 3a BHA3, ThH KATO He ca OunM HabmonaBaHK NPH KAPLUHUHONEHHH NpOYYBaHHA

NPH MHLIKH WIH NPH APYTH NPOYYBAHHA NPH MHUILIKH, Ky4YeTa WM MaliMyHH.

[lo BpeMe Ha MpOY4YBaHUATA HA BUCOKH JO3H OpaHO NpUeMaH TepbuHaduH npu MaMyHu ¢a HaOmogaBaHH
pepakTHIHK POMEHH HA PETHHATA BbB BUCKOKU A03H (HBBO HA HeTOKCHYEH edekt e 50 gm/kg). Tesn
MPOMEHH Ca aCOLHHPAHHU ¢ HATHYHETO Ha MeTabonuT Ha TepOHHa(UH B OKYJIapHaTa TbKAH H H34€3BAT CJieA
NnpexpaTsBaHe Ha NpHeMa Ha JIEKapCTBOTO. Te He ca CBbP3aHH ¢ XHCTO/IOMHYHY IIPOMEHH,

CraHaapTHUAT KOMILVIEKT OT in Vitro ¥ in vivo reHOTOKCHYHH TECTOBE HE NOKA3BaT JaHHH 38 MyTareHeH HiTH
KAACTOrEHEH NOTEHIIHAN Ha JIEKAPCTBEHHA NPOAYKT.

He ca HaGmonaBaHH HEXENAHKW JIEKAPCTBEHH pPEaKiHH BbpXY (EPTHIHTETA WIH APYTH PENPOAYKTHBHH
napamMeTpH Npy NPOYYBaHHSA BBPXY [LIBXOBE H 3ali1y.

6. PAPMAIIEBTHYHH JAHHHA

6.1. CnuHCBK Ha NOMOLIHHTE BelleCTBA
LleTrocTeapunioB alIKOXon

['nuuepon

Metuanapaxuapokcubensoar (E218)
OKTHNAOASKAHON

[lapaduH TeueH
[TIponunnapaxuapokcubenzoar (E216)
[lpeuncrena Bozia

6.2. HecbhbBMeCTHMOCTH
HenpunoxuMmo.
6.3. Cpox na rognocr

3 roauHH
Cpok Ha rogHOCT clieA MbPBOTO OTBapsHE Ha Ty0aTa: 14 anu.

6.4. CnenuaJn” y¢/I0BHS HR ChXpAHEHHE

Ja ce chxpaHsaBa Ha MACTO, HEIOCTBITHO 3a Jela.




He u3nonssaifte TOBa JIEKapCTBO ClEM CPOKa Ha MOAHOCT, 0T6ena3aH BhpXy KapToHeHarTa onakoska. CpoKsT
Ha TOJHOCT OTIOBaps Ha MOC/IEAHUA ACH OT MNOCOYEHHSA Mecell.

Coxpanspaiite TybGara 3aTBOpEHa B OPHTHHAIHATA OIAKOBKA.

Ha ce chxpanssa noa 25°C.

6.5. Bna ¥ CHABPKAHHE HA ONAKOBKATA

GOYHI'UTEP 1% KpeM ce npeanara B KapTOHEHa KYTHs, ChbAbpXawa 1yba ¢ 15 g kpeM H NHCTOBKA 3a
NanHEeHTA.

6.6. CrnenpajHH NpeaAna3sHH MePKH IPH H3XBLYPJIAHE H paboTa

Hama coeuyalHu H3UCKBAHUAL,

7. NPHATEXATEJ HA PAZPEHIEHHUETO 3A YIIOTPEBA

®oprexc Hyrpactotnkanc OO/]
ya. ,JIpoxnaneH kb1 Ne 10
1362 Codus, beirapus

8. HOMEP HA PAIPEILIEHHUETO 3A YIIOTPEBA

Per. Ne 20210191

9. JATA HA ITBPBO PA3PEINIEHHE 3A YIIOTPEBA

JlaTta Ha mbpBO paspewasane: 12 onu 2021 .
JlaTa Ha mocaeaHO NOIHOBABaHE:

10, TATA HA AKTYAJIN3HPAHE HA TEKCTA

05/2026




