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1. UME HA JEKAPCTBEHHA ITPOAYKT ' ' '
63872 1905 2055

dynropun 1% cripeil 3a Koxa, pa3TBOp
Fungofin 1% cutaneous spray, solution

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Enun rpam ot @yurodun 1% cripeit 3a koxka, paztBop chabpxa 10 mg repdbuHadpUHOB XUIPOXITIOPULL
(terbinafine hydrochloride).

[ loMol11HM BelecTBa ¢ U3BECTHO JiercTBHe: 6.0 g MpOonuIeHJINKON.

3a NMbJIHUA CNUCHK HA NMOMOILIHUTE BelllecTBa BUKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

Cripeit 3a koxa, pa3TBop.
be3uBeTeH npo3payeH pa3TBop.

4. KJUAHHUYHH JAHHH
4.1 TepaneBTHYHH NOKA3AHHHA

["bOMyHM MHPEKLMN HA KOXKaTa, MPUYUHEHHU OT aepmatoduTu kato Trichophyton (nanpumep T.rubrum,
T.mentagrophytes, T. verrucosum, T. Violaceum), Microsporum canis w Epidermophyton floccosum,
HarpuMep UHTEPAUTUTANIEH TUT linea pedis (rbOMYKKM NO Kpakarta), tinea cruris (FrbOMYKH B
WHTBUHAJIHUTE 00J1aCTH) U linea corporis (rbOMYKH 110 TAJIOTO).

Pityriasis (tinea)versicolor, npuunnena ot Pityrosporum orbiculare (n3BecTHa onle kato Malassezia
furtur).

dyurodgun 1% crnpei 3a Koxka, pa3TBOp € 1M0Ka3aH IMPHU Bb3PaCTHUA U FOHOLIU Hal |8 roguHw.
4.2 J1o3upoBKa H HAYHH HA NPHJIOKEHHE

Jo3npoBka

[leduampuyurna nonyrayus
be3onacHoctTa n epekTuBHocTTa Ha GyHroduH 1% crnpeit 3a Koxka, pa3TBOp NMpH Jeua U roHowH nox 18
roJJMHU HEe ca YCTAHOBEHH.

®yurodun 1% cripeii 3a koxa, pa3TBop He TpAOBa Aa ce nmpuiiara Mpu Ta3u IMoIryJiaLms.

Bv3pacmuu u onowu Ha u Hao 18 200unu
dyHroduH 1% crnipeit 3a koxka, pa3TBOp ce Nnpuiara eIMH WK [IBa ITbTH JIHEBHO B 3aBUCUMOCT OT
WHIWKALUUTE:
- WnTepaururtanieH TN ftinea pedis — eIMH ITbT JHEBHO B MPOIBbJIKEHHUE HA €IHA CEAMMUIIA,
- Tinea corporis, Tinea cruris — ¢IAH ITbT ITHEBHO B MPOAB/IKEHUE HA €/IHA CEAMMLIA,
- Pityrosporum orbiculare — nBa mbTH AHEBHO B MPOABIDKEHHUE HA €/IHA CeIMHILIA.

Ob6nexyaBaHe Ha KIMHUYHUTE CUMITTOMM HACTbIIBA CJie/l HAKOJIKO JHH.
HepeaoBHOTO npuiiarade WM MpexaeBpeMEHHOTO CITMpaHe Ha JICYEHHUETO ca
UHeKLms.

AKO cnej cefieM JIHU HAMa 1o00peHue, naleHTa TpsadBa /1a ce KOHCYITUpa




Ilayuenmu ¢ cmapyecka gv3pacm
B Ta3n nomynalus HAMa JaHHH 332 HeXXENaHW JICKAPCTBEHHK peakliMH, Pa3IHYHH OT TE3H NIPH MO-MJTalH
MalHEHTH, KOETO a HIUCKBA NMpWIaraHe Ha pas/iMyHa J03UPOBKa.

HayuH Ha IPWIOKEHNUE

[Tpemy npunaranero Ha Pyrrodun 1% crpei 3a Koxa, pa3TBOp 3aCErHATATA 30Ha TpgOBa fa ObAae
MOUKMCTEHA W NOACYLICHA.

HeobGxoanMo e Ja ce npunoxn konuuecTso oT @yHrodun [ % cnpeil 3a koxka, pasTBop, KOETO 14
OBIIaXHH M NOKPHE M3LANO TPETHPAHOTO MACTO H NPHIEKALMTE 30HU.

4.3 TIpoTuBonoKazaHHA
CBpPBXYYBCTBHTETHOCT KbM aKTHBHOTO BCIHECTBO (TepOMHa(HHOB XUAPOXIOPHI) HITH KbM HAKOE OT
MOMOIIHUTE BELUECTRA, M30pocHN B TOUKA 6.1.

4.4 CrenHaaHH npeaynpeXkIcHHN H NpeNaiHH MepKH IIpH ynotrpeda

OyuroduH % crnpei 3a koxa, pa3TBOp HE TPAOBA Aa CE H3NONI3Ba BEPXY JIHLETO.
DyHrodud 1% cnpeii 3a koxka, pa3TBoOp € NpeaHa3HaYeH caMo 3a NpUaralHe BbpXy KoxKara.

B cnyuaii, ue ®yurodun 1% cripeii 3a xoxa, pa3TBOp NOMagHe B QUHTE, H3NNaKkHeTe rd oONIHO ¢ Teyawa
BOAA.

dyurodun 1% cnpeii 3a Koxka, pa3TBOp ChIbpXa MOMOLIHOTO BEUICCTBO MPOMAICHIJIMKOMN, KOETO MOXE
[1a MPHIHUHA Jpa3HeHe Ha KOXaTa.

Oyarogun 1% crpei 3a K0xka, pasTBOp ChABP)KA ETHIOB ATKOXOJ, KOWTO MOXE 1a MPHYHHH APazHEHE
NIPH H3NOJI3BAHE OT NMALWEHTH C KOXKHHU JIEIUU.

4.5 BiaumoaeHcTBHe ¢ APYTH JEKAPCTBEHH NPOAYKTH M APYTH GOpMH HA BIaAUMOAeHCTBHE

He ca npoBexaaHyu Npoy4YBaHHA 33 B3aUMOIICHCTBHUATA.

4.6 @epTHIHTET, OPeMEHHOCT H KhpMeHe

BpeMeHHOCT
Hama xnrHYeH onuT 3a yrnoTpebaTta Ha TepOMHADNHOB XHAPOXIJIOPHI NPH OpEeMEHHHU.,

[TpoyyRaHuATa IPH )KUBOTHH HE Ca ITOKA3alH perpoLyYKTHBHA TOKCHYHOCT (BXK.TOYKA 5.3).
[ToTeHIMATHIAT PUCK ITPH XOpa € HEU3BECTEH.

dyurogun 1% cnpeii 3a koxa, pa3TBop He TpaOBa a ¢€ U3MO0I3Ba 10 BpeMe Ha OpeMEeHHOCT, OCBEH B
cmy4yal Ha KaTeropuuaHa HeoOXoOUMOCT (aKo I1oJ13aTa 3a MaiKaTa KaTerOpMyHO HaXBBP/IA NOTCHIHATHAA

PHUCK 3a (deTyca).

KbppMeHe




Tep6uHadMHOB XHAPOXIIOPHI CE eKCKpeTHpa B KbpMaTa. Hamonssanero va ®yuroguy 1% cnipeit 3a
K03a, pa3TBOP He ce MpenopbyuBa Mo BpeMe Ha KbPMEHE.

DepTUIUTET
HU3pbplieHUTE NPOYIBAHHUA C *KHBOTHH HE Ca MOKa3alIM HEXENAHU €(PEKTH BBPXY PENPOTYKTHBHOCTTA UM,

4.7 Edextn Bupxy cnocobHocTTa 38 MIoPHPAHE H padoTa C MANUHHH

dyuroduH 1% cnpeii 3a koxka, pa3TBOp HE MOBUABA CTIOCOOHOCTTa 34 1odHpaHe W paboTaTa ¢ MALIHHH.

4.8 Hexenany JekapcreeHH peakiinu

JToxanHyu CHMITTOMHM KaTO NPYPHT, KOXHa excdonualua, bolka Ha MACTOTO Ha NMpHIIaraHe, pasfipasHeHue
Ha MACTOTO Ha NpHJIaraHe, MHrMEeHTAUMOHHW HapyLIEHHA, YYBCTBO 32 KOXKHO NapeHe, EpUTEM, CTPYTIER H
ApPYTH MOFaT [1a ce MOABAT Ha MACTOTO Ha NpuilaraHe.

B peoku cmyvau, TaTeHTHara (CKpUTa) rbOMUHA HHGPECKLMS MOXE J1a CE YCIIOKHH.

B nonxara Tabnwiia ca w3GpoeHH No KJIacoBE M UECTOTa BCHYKH HEXETaHH JIEKAPCTBEHH peaKLHK, KOUTO
€a HACTHITWIH ¢ YeCTOTA, MO-roJiSMa OT Ta3H NMPOSBEHA NPH IU1auedo ¥ Mpy NMOBeUe OT ¢WH NMALUEHT.
U3rnon3sana € KiacH(pHKaLMA Ha HeXelaHWTE JIEKapCTBEHW PeakuUH 110 YeCTOTa H CHCTEMO-OpraHHH
kiracose no MedDRA koHBeHUMATA.

Muoro yecti (>1/10), uect (=1/100 po <1/10), HeyectH (=1/1000 oo <1/100), peaxu (=1/10 000 no
<1/1000), mHoro penxy (<1/10 000), ¢ Hen3BecTHA YECTOTA (OT HAMMYHATE AAHHU HE MOXE a ObAe
HanpaBEHa OlICHKA).

B®B BCAKO rpyNHpaHe M0 YECTOTA HeXeNaHuTe eEeKTH ca MpeACcTaBeHH B HU3XOIAL pel Mo OTHOLICHHE
Ha TAXHATa CEPHWO3HOCT.

JIOMBITHATENIHUTE peaklvH, ChOOILEHH OT MOCTMAPKETHHIOBHA OITMT ca BKJIKOHEHH kaTo; ,,C HEn3BeCTHA
gecToTa“ Ha [lfalic B CTTUCHKA MO-T0TY.

CHcTeMo-OpraHeH KJiac Hexe1aHH J1eKAPCTBEHH PeaKUIHH

HapyumieHus HAa HMYHHATA CHCTEMA

C HeHM3IBECTHA YECTOTa CBpPBXYYBCTBHUTETHOCT

HapyunieHHst Ha OMHTE

Penxn PazipazHeHHE HA OYUTE

HapyllieHHs Ha KOXKATa H
OAK0KHATA CHCTEMA

Yectn Koxna excdonuatins, npypHT

Hevecru KoxHa ne3us, cTpynei, HapyILIEHHE HAa KOXKAaTa,
TUTMEHTALIHOHHO HapyLeHNE, EpUTEM, YyBCTBO 3a KOXKHO
napeHe

Penxu Cyxa KoXa, KOHTAKTSH JepMaTy¢ t)




C HeH3BeCTHa 4eCTOTa O6pwus’

O0mH HAPYIIEHHS H e(heKTH HA
MACTOTO HA MPHIGKEHHE

Heuectn bonxa, O0nka Ha MACTOTO Ha NpHaraHe, pa3apa3HEHUE Ha
MACTOTO Ha NpHJaraHe

Penku YCcNOKHIABAHE HA CBHCTOTHHETO

* OcHOBaHU Ha NIOCTMAPKETHHTOB OTIHT

Cno0llapane Ha NOAQ3MpaHN HEXEJIaHH peakLnn
Cpo061aBaHeTo Ha NOAO3UPAHHM HEXKETTAHW peakLMKM clief] pa3pellaBaHe 3a ynorpeda Ha jiekapcTBeHNs

MPOOYKT € BaXXHO. ToBa NO3BONABA [a NMPOTBIKU HADITIOACHHETO HA ChOTHOLLIEHHETO TI0N3a/PHCK 3a
NEKAPCTBEHUA NMPOAYKT. HexenaHUTe peakqun Moxke Ja 0baar chro0leHH TUpeKTHO Ha M3menHuTenna
areHunAa no nekapcreata (MAJI):

yia. ,,JJamsan I'pyes* Ne 8
rp. Codus 1303,

Tes. +359 2 8903417
en. noula: bda@bda.bg
yebcaliT: www.bda.bg

4.9 IIpeaxo3upane

Huckara cucreMua abcopbuns Ha nokamHua TepOnHaAPpMHOB XHAPOXJIOPH] NIPABH NPEAOIHPAHETO MY
MaJIKO BEPOATHO.

HWHIMaeHTHO NorbllaHe Ha CoaAbpXUMOTO (300 mg TepOuHaduHOB XuapoxTopua) Ha Pyrropun 1%
crpeif 3a xoXa, pa3TBOp € CHIIOCTABUMO C NpUeMaHeTo Ha eaHa Tabnetka Gyurodux 250 mg TabneTky
(eqMHWYHA 11032 32 TIEPOpAICH MpHUEM NIpH BB3pacTHH). Hexxenann nexapcTBEHH peakl[MH KaTo
rnasobonue, rajieHe, endracTpania 6onka H 3aMasHocT TpsaOBa Ja ObIAT OvYaKBaHH.
[IpenopBUUTENHOTO JIEHEHNE HAa NPEOO3HPAHETO CE€ CHCTOH B SIMMHHHPAHETO Ha aKTHBHOTO BEIIECTBO
gpe3 MPUEM Ha aKTHUBEH BBIJIEH U NPH HEOOXOAWMOCT — Ha3HAYaBaHEe HA CHMIITOMATHYHA NOJ hPXKalla
Tepanus,

5. @GOAPMAKOJIOTHYHH CBOHCTBA

3.1 ®dapmMakoaHHAMHWYHH CBOiiCcTBa

(DapMakoTepaneBTHYIHa rpyna; Jpyri npoTuBorsOH9HH CPeaCcTBa 32 JOKAMHO MPUIOXKEHHE
ATC xom: DOITAE 15

MexaHH3BM Ha NeNCTBHE

TepbunaduH € anWiIaMHH ¢ LIMPOK CMIEKTHP HA NMPOTHBOrBOMIHO HelicTBHE.
Tepbunadun e edextTBeH npu reOMYHM HHPEKLMH HA KOXKATA, TPUYWHEHW OT AepMaTodUTH, KaTo
Trichophyton (nanpumep T. rubrum, T. mentagrophytes, T. verrucosum, T. violaceum), Microsporum
canis W Epidermophyton floccosum. B Hucku KoHUeHTpauMH TepOuHadHH aeicTba
OEPMATO(UTH, NNECEHU N HAKOH INMOPGHH rubu.




AKTHBHOCTTA Cpellly Apoxau € GdyHruumaHa (Hanpwumep Pityrosporum orbiculare i Malassezia furfur)
WIH GYHTACTATUIHA, B 3aBUCHMOCT OT BHAA HM.

TepbrnaduH cneruduaHo BiHse Ha paHeH eTan BbpXy OHOCHHTe3aTa Ha reOuvieH crepon. Toea BoOW A0
AeHUIUT HA CPrOCTEPOT M OO0 WHTpALUCIyNapHa aKyMyJauHs Ha CKBAICH, NPEAW3BHKBALLKM KIETHYHA
cMepT. TepbunaduH neficTBa upe3 HWHXHOWpaHe Ha CKBANCH-CMOKcHAa3za B IeOUYHATA KIIETBYHA
MemOpaHa. EH3NMBT CKBaNIEH-EMTOKCHAA3a HE € CBRP3aH ChC CHCTEMATa Ha LUTOXpoM P4350).

TepbunadyH He NoBMUsBA MeTabOTU3IMA HA XOPMOHHTE UJTH HA JPYTH JIEKAPCTBA.

TepbunaduH uma npoasmikHrenHo Aelicteue. [Ipn nmo-manko ot 10% ot maimenTure ¢ reOH4IKM MO
KpakaTa, Jickysauu 1 cenmuua ¢ @yHropuH 1% kpem, ce Habnionasa nosropHa MHdeKUMa cnen TpH (3)
Mecelia OT HaYalioTO Ha JIEUSHHUETO.

5.2 PdapMaKoKHHEeTHYHH CBOHCTBA

CHCTeMHATa eKCcno3uLus Ha TepOuHaduH ¢ MHoro HHUcka. [Tpu xopa, no-Manko ot 5% oT go3ara ce
abcopOupa ciieli TOKAUTHO NPUIOXKEHHE.

5.3 IlpeakIuHHYHH JaHHH 33 Oez0NacHOCT

[Tpn npoOBLKUTENHN NIPOYYBAHUA BHPXY TUTBXOBE M Ky4eTa He ca HabimioaBaHu TOKCHYHY eeKTH,
KOHWTO ca Ha0MmoaaBaHH IpH JAPYTH BHAOBE, IIPH MpWIarale Ha OpaiHu 403K ao okono 100 mg/g nHeBHo.
[Ipu BHCOKH OpanHu 403H, YepHHUA Apod M BEPOATHO ChIIO OhOpemmTe ¢a HACHTUDULIUPAHH KATO
MOTEHI{HATHH TAPreTHH OpPraHu.

[Ipn aBerogMILHO MPOYYBAHE HA KapUMHOTEHHOCTTA BbPXY MHUIUKHU CNEe]l OpalieH NpHeM B 1031 ao 130
mg/kg Ha aed (TIpH MbXkHTe MHAMBHAN) H 156 mg/kg Ha aeH (NpH KEHCKUTE HHANBKHOMN) He ca
HaOniogaBaHH HHKAKBY HEOIJIACTHYHH WM aDHOpMHM edeKkTH.

[Ipn ABeroanHO MPOYyYBaHE HA KaPUUHOTEHHOCTTA BBPXY IUTEXOBE NPH JOCTHTAHE HA JO30BO HHUBO OT
69 mg/kg Ha IeH € HabMoJaBaHO YBSTUYABAHE HA CITYYAHTE HA YEPHOAPOOHH TYMOPH NIPH MBIKKHTE
uHANBUIH. [IpoMeHn, KOUTO ce acoLMpaT ¢ TISPOKCHU3OMHA TIponrdepalHa ca CrielHpHYHH 3a BHAA,
3aI[0TO He ca 6K HabmogasaHu NpH KAPLWHOTEHHN MK OPYTH NPOYHBAHUA MPH MULIKH, KydeTa HITH
MaiMyHH.

[Ipy npoy4YBaHHATa HA BUCOKH J03H OpalIHO NpueMaH TepbunaduH npu MaliMyHH ca HabTtoaBaHH
NMPOMEHH Ha PETHHATA (HMBOTO Ha HeTokcuueH edekT e 6wt 50 mg/kg). Te3n npoMeHH He ca CBBp3aHH ¢
XHCTOJOTHIHUA MPpOMEHH. Te ca aCOLHpaHH ¢ HATMYKHETO Ha MeTabonuT Ha TepOHHaQHUH B OKynapHaTta
ThKaH W H34E€3BAT CJie] NMpeKpaTaiBaHe Ha MpHeMa Ha TepOnHadu.

['eHOTOKCUYHUTE TECTOBE in VIvo U in vifro BbPXY IUTEXCBE U 3aHLH HE ca MOKa3aIH JaHHHU 32 MYTarcHeH
WK KJIACTPOreHeH MOTEeHUMAN Ha TepOrHAagHH K HE ¢a Ha0MoJaBaHN HEXEIAHU NEKAPCTBEHH peaKLUu
BLPXY APYI# PeNpoAYKTHBHH NapaMeTpu.

6. DOAPMAIUEBTHYHHA IAHHH
6.1 CnucbK HA MOMOILIHHTE BellleCTBA
[IpeancreHa Boja

ETtanon 96%

[ [pOTTMNEHT THKON
Makporon

6.2 HecbrBMECTUMOCTH

Henpunoxumo.




6.3 Cpok Ha roaHocT

3 ronWHH

6.4 CrennaJHH YCJI0BHY HA ChXpaHeHHe

Ila ce chxpansBa npy Temniepatypa nox 25 C. Jla He ce 3ampasssa.
Ha ce cbXpaHsABa Ha MACTO, HEAOCTBITHO 3a Jela.

Jla ce cpxpaHABa B OpHUruHaiHaTa ONaKkoBKa.

6.5 BuauchabpxaHAe HA ONAKOBKATA

dyHrodun 1% cripeit 3a Koxa, pa3TBOp € HATH4EH B Osna, HEMpo3payHa OYyTHITKA, OT MONUETHIIEH C
BUCOKa TUTBTHOCT, CHabAeHa CchC CIipeil MoMMa U Kanadka.

Bcsxa onakopka dynHrodun 1% cnpeii 3a xoxa, pa3Teop cbaspxa 30 ml ot pasTeopa.
6.6 Cneuuaauu npeAnNazHH MEPKH NTPH MIXBLPASHe K paboTa

HeH3non3BaHHAT JICKAPCTBEH MPOAYKT WK OTTIAAbYHHTE MaTEPHANIH OT HETo TpAOBa a ce U3XBBPIIAT B
CHOTBETCTBHE C MECTHUTE UIHCKBAHWA.

7. MNPHUTEXATEJ HA PAZPEIIEHHUETO 3A YIIOTPELBA
HOBEJI DAPMA EOOJ

oyn. “benrapus’” Ne 109

Codus 1404, bunarapus

8. HOMEP HA PAIPELHIEHUETO 3A YIIOTPEBA
Perncrpaunored Ne 20160046

9. JIATA HA ITBPBO PA3ZPEINABAHE/TMOJHOBABAHE HA PAZPEHIEHHETO 3A
YIIOTPEBA

Jata Ha mbpBO paspeulaBane: 08 despyapu 2016 r.
Hata Ha nocnenHo nogHossasaHe: 08 mapt 2021 1.

10. JIATA HA AKTYAJIHZHUPAHE HA TEKCTA

01.2025




