KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HMME HA JEKAPCTBEHHUA TPOAYKT ‘7( 2062 //j !

Fungofin 1% cream Ké/hﬂ//h/' (7J'3’19

Oynrodun 1% kpem
05 10

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

1 g xpem cranpxka 10 mg TepbuHadunOB xunpoxnopun (Terbinafine hydrochloride)

3a IBJIHMA CIIMCBHK HA TIOMOILHMTE BELIECTBA, BIXKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

Kpewm.

Bsn xrp3raB kpeM che cnaba MUpH3Ma.

4. K/IMHUYHU JAHHHU

4.1 TepaneBTHUHH NOKA3AHHA

- IloBbpXHOCTHY I'EOMYHY MH(EKIHN, IPHIHHEHH OT wamosete Trichophyton (T.rubrum u
T mentagrophytes, T. verrucosum, T. violaceum), Microsporum canis v Tinea pedis (xoauno Ha
arner), Tinea cruris v Tinea corporis npuuunena ot Epidermophyton floccosum

- Undexnum Ha koxaTa, IpHYHHEHH OT apoxum ot Buna Candida (Candida albicans)

- Pityriasis versicolor (pasHOLBeTeH Juleit), npuuuneH ot Pytirosporum orbiculare (Malassezia

Surfur).
4.2 Jlo3npoBKAa H HAYHH HA TPHJIOKEHHAE

EOSHQOBK&

q)yHI‘O(bI/IH KpeM Ce npujiara €¥H WK ABA ITETH AHEBHO. HpO}I’BJ’DKPIT €JIHOCTTA Ha JICYCHHCTO BapHpa
CIope/ rnmokKasaHudaTa WIH TEXKECTTa Ha I/IH(I)CKI.II/ISITa.

Hpenopqu*e.lma NpPOB/LKATEIHOCT HA JICYCHHETO:

Tinea corporis, cruris 1-2 cemmimu (1-2 mbTH IHEBHO)
Tinea pedis 1 ceamuna (2 meTH gHEBHO),

2 ceamui (1 BT IHEBHO)
Cutaneous candidiasis 1-2 ceqmuuy (1-2 IBTH JHEBHO)
Pityriasis versicolor 2 cenmunu (1-2 TBTH AHEBHO)

Kiunnvaure cuMiTomMu ce moio6psABaT B paMKHTE Ha HAKOJNKO AHU. HepeoBHOTO NpUiIoxkeHHe WK
PaHHOTO CIUPAHE Ha JIEUCHHETO ¢ TepOUHADHH MOXKE /12 YBEJIHYH PHCKA OT Bh306GHOBABAHE Ha
HHEKIMATa. AKO He HACTBITH MOJI0OPeHHUE Cliel 2 CeAMHLIM, IMArHO3aTa TpAOBA 11a ce IPOBEPH.

HaLI‘I/IeHTI/I B CTap4YCCKa BH3PacT

He ce nanara KOPCKIHA Ha [03aTa NPH MAUCHTH B CTap4YC€CKa BB3pPacT.

IlenuaTpuyna nonyaums

KinuupynugaT onur IpH NCAHATPUYHH NAHCHTH € OrpaHH4CH.

Hauwn Ha npunoxexue
Ipunara ce NOKaTHO BBPXY KOXKATA.




Ipeonasnu mepxu, koumo mpabea 0a bvoam ezemu npedu paboma CvC UAU RPULONCEHUE HA
JeKapcmeenus nPooOVKm:

Hpezm IIPHATIOKCHHE 3acerHarara Koxa TpSIGBa I'pPDKJ'II/IBO Ja CC MMOYHUCTHU U HAIIBJIHO 44 CC HSCYUII’I.
AKO BB3MNAJICHHCTO € B 30Ha Ha IBE JonHpalnu €€ KOXHU HOB'prHOCTI/I (HOI[ repaaTa, MEXay
IIPBCTHUTE, Me)KIly IIyTCYCUTE, B MTHIBHHAJIHATA 06JIaCT), 3aceryarara Koxa MOXKe aa Ce IOKpue ¢
MapJICH KOMIIpEC.

4.3 IIpoTuBomokaszaHmns

(I)yHI‘O(bI/IH KpEM € MPOTUBONOKAa3aH IPH NMAallUCHTH ¢ aHAMHE3a 3a CBPBXYYBCTBHTC/IHOCT KBM
AKTHBHOTO BCHICCTBO HIIH KBM HAKOE OT IMOMOIHUTE BEILECTRA, H36pOCHH B TOuKa 6.1.

44 CpenuajdHH OpeayIpekIeHHs H NPeANa3HH MePKH IPH yuoTpe6a

DOyHropHH KpeM € npeJHa3HAuUeH caMo 32 MPHIOKEHHe BBPXY KoXKaTa U He TpsaOBa fia ce mpunara
MEPOPATHO, HA3AIHO, B OYHTE WIH BATHHAJIHO.

AKO B pe3yJITaT Ha JiedeHHe ¢ TepOuHadHH Bh3HUKHE IPAa3HEHE WIH CBPHXUYBCTBHTEIHOCT,
ynotpebara My TpsOBa Jja ce IIpeyCTAHOBH H 1 Ce 3all0YHe CHOTBETHO JICUEHHE.

Hudexrupanute obmacti He TpAOBa 1a ce MOKpHBAT ¢ TecHH apexu. [lanuenture ¢ HHbEKIMH Ha
XOHUJI0TO Tps0OBa Aa o0yBar ynoOHH U npoBeTpHBH 00yBKH. OCYBKHTE H YOpANUTE Ce CMEHAT MOHE
BEIHBK THEBHO.

ITprcnoco6sBaneTo KbM NPENOPBYUTENTHHS JedeOeH MePHo/] € BKHO 3a MOCTHIaHe Ha ONTHMAaleH
KITMHUYEH eeKT.

3a 11a ce u3berne KOHTAMHHALMATA OT MHGeKTHpaHaTa 00JacT, phleTe TpAOBa Aa ce U3MHBAT CleJ
BCAKa ynmorpeba.

LleTHnoBHUs aTKOX0N K CTEAPIIOBHS AIKOXON MOraT A2 NPUYMHAT JIOKAJIHH KOXKHH peakuuy (Hamp.
KOHTAKTEeH JEPMATHT).

4.5 BsaumopelicTBHe ¢ IPYTH JIeKapCTBEHH NPOAYKTH H Apyrd ¢opMH HA B3aHMoaelcTBHe
Hsma nanHu 3a ieKapcTBEHO B3aUMOAEHCTBHE, OTHACALLO Ce A0 yrnoTpebara Ha JokajieH PyHrodus.

4.6 PepTHANTET, GPEeMEHHOCT H KLPMEHE

BpemenHocT
BpemenHoct kateropus B.

Hsawma sagoponutenan min 1o0pe KOHTPONHPAHK NPOYYBaHUS NpK OpeMeHHH xKeHH. Trii kaTo
PENPOAYKTUBHUTE U3CIeABAHHUS MPH )KUBOTHH HE ca BUHATH MOKA3aTEIHM 3@ OTTOBOpa MPH XOparta,
TOBA JICKAPCTBO He TpAOBa J1a ce Ipriara o BpeMe Ha OpeMEHHOCT, OCBEH aKO HAHCTHHA € MHOTO
HEOO0XO0IMMO.

Krpmene
Axo Tep6uHad¥H ce IpreMa npe3 yCcTaTa, TOM Ce OTAEIA B YOBELUKOTO MIAKO. Thil KaTo HATMYHOCTTA

Ha TepOuHadHH B CHCTEMHOTO KPBBOOOpallleHHe € MUHUMAJTHA TIPH AEPMaTHO NPHUIIOKEHHE, CMATA
ce, ye TUTOBT He Ce TOBJIHABA OT Ta3H ¢paxums. @yHrodpuH kpeM He TpsOBa Ja ce NMpunara Bpxy
KOJKAaTa Ha FbPIUTE Ha KbPMELIH MakKH.

4.7 EdexTH BbpXy cnoco6HOCTTA 32 modHpaHe H padoTa ¢ MAIMHHA

4.8 Hexenanu JeKapcTBeHH PeAKIHH

HesxenanuTe JlekapcTBEHH peaKkyy ¢a KATETrOPU3MPaHH CHITIACHO CHCTEMO-OpTaHH x
U3MONI3Ba CIIeIHaTa KOHBEHHIHA: MHOTO YecTH (>>1/10), uectu (>1/100 mo < 1/10), He‘ < ?
a0 < 1/100), peaxu (=>1/10 000 xo < 1/1000), muoro peaxu (< 1/10000), ¢ Hem3BecTHA eeTg\g'fa (HpH
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HaAJIMYHHATE JAaHHH HC MOXKE J1a C€ HaNpaBH OI.IeHKa).

O0umu HapyuieHAs 4 epeKTH HA MACTOTO HA MPHJIOKEHAE

Mtuoro peaxu: [TapeHe, crpbex, 3auepBiBaHe W/HIH OTOK, CBBP3aHH C JIOKAIHO TIPHIOXKEH
TepOuHadHH.

Tesu HeXeNIaHU PeaKki OOHKHOBEHO ce MoHacaT nobpe. Te TpsOpa na 6baaT pasrpaHU4eHH OT
peaKIMuTe Ha CBPbXYYBCTBHTEHOCT, KOWTO HANIAraT CIHpaHe Ha TepanuATa ¢ TepOHHaduH.

Cro0maBane HA HeXKeJAHH pPeaKlHi

AKO NOJTyYHTEe HAKAKBH HEXEJIAHU PeaKI|H, yBeoMeTe Bammmsa nekap uim ¢gapmanest. Tosa
BKJIIOYBA BCHYKH Bh3MOKHH, HEOIMCAHM B Ta3H JIMCTOBKA HEKEJIAHU peakiiu. MojkeTre Chiio aa
ChOBIIMTE HEXKEIAHH PeakLyi AUpeKTHO Ha M3nbsaHMTeHA areHus no sekapcrsara (MAJD):

BFBJITAPUA, Codus 1303, yn. Jamsau ['pyes 8
Ten. +359 2 8903555

en. nomna; bda@bda.bg
yebcaiit; www.bda.bg

Karo crobiuaBare He)XelaHH PeaKl|u, MOXeTe J1a JaJieTe CBOA NIPHHOC 32 MOJTy4YaBaHe Ha MoBeve
HMH}OpMAIH OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

4.9 Ilpemosupane

IIpenoszupane ¢ TepOuHadhuH NpH JIOKaIHa yroTpeda He € HabmoJaBaHo.
Ho, axo siokanuusT TepOrHaduH cyuaifHo ce pueMe npe3 ycTara, TpaOBa Jia ce MPHIOKH aKTHBEH
BBIJIEH U Ja C€ 3aM0YHEe CUMIITOMAaTHYHA U NOJXbPKAIla Tepanus.

5. ®APMAKOJIOTHYHU CBOMCTBA
5.1 ®@apmakogHHAMHYHH CBOIiCTBa

MdapmakoTepaneBTHYHA TPyTa: MPOTHBOI'EOHYEH NPOLYKT 3a JTOKAJIHO IPHIIOKEHHE
ATC kon: DO1AE1LS

OyHrodguH e CHHTETHYEH aTWIAMUHEH IIPOTUBOI'EOHYEH NMPOJYKT, KOHTO JeHCTBA Ypes MOATHCKaHe
Ha re0MYHATA CKBAJICH EMIOKCHA3a, KATOo TI0 TO3H HauMH GiIoKMpa GHMOCHHTe3aTa Ha eprocTepol,
He3aMEHHMMa ChCTaBKa Ha IbOMYHATa KiIeThuHa MeMOpaHa ¥ IPUYHHSABA TOKCHYHO HATPYyNBaHe HA
CKBaJIeH B I'e0MYHATA KileTh4Ha cTeHa. [[poy4Banus in vitro TIOKa3Bar, ue AepMaTO(QUTHHA CKBAJIEH
enokcuaseH ensuM e 4000 bty mo-4yBCTBUTENICH KBM TepOUHa(hHH, OTKOJIKOTO KbM CKBAJICH
eNOKCHIa3aTa Ha 6o3aliHHIMTE.

Muxkpobuomorus:
JlokasaHo e, 4e TepOuHadKH € aKTHBEH CTIPIMO TTOBEYETO [IIAMOBE Ha JOIyH30pOCHHTE
MHKPOOPTaHM3MH KaKTO in Vifro, Taka i NpH KiuHuuHy uaoexuun: Trichophyton (T.rubrum wn
T.mentagrophytes, T. verrucosum, T. violaceum), Microsporum canis u Epidermophyton floccosum.
Jlopu B HUCKM KOHLIEHTpalwy TepGuHadiH npossssa GYHTHIHIHO CROMCTBO Cpelly IbOMYKH 110
KOXAaTa M IUleceHHd. B 3aBucuMoOCT OT BHAa Ha apoxaute (Candida albicans, Pytirosporum orbiculare
wm Malassezia furfur) 9 Mukpoopranuzmute TepOuHabHH MPOABABa GYHIHIMIAHO WK
(GYHrHCTaTHYHO ACHCTBHE.

5.2 ®apMaKOKHHETHYHH CBOMCTBa

(HaI/I-HOB’BpXHOCTHPDI CJIOH HA ennz[epMHca) € IIOCTHrHata 4 Jaca cien TMPUJIOKCHHETO 1 Ha
\



TepOuHaduH. AKO JI€YEHHETO MPOABIDKaBa OT 1 70 7 HH, TMMHHALMOHHMAT TIOy)KHBOT Ha
TepbuHaduH OT stratum corneum ce yBelIH4aBa TPHKPATHO.

53 IlpeaxkNHHAYHYH JaHHH 32 6€300ACHOCT

Ipyu npoab/DKUTENHE U3cHeaBRaHus (10 1 rofKHa) BEPXY ILTBXOBE M KYY€Ta, TPETHPAHH C OpajHH
n03u o1 100 mg/kg Ha neH, He ca HaGIOAABaHM TOKCHYCHH e(heKTH H IIPH ABaTa BHJIA XKHBOTHH. [1pu
TpPETHPAaHE ¢ BUCOKH JIO3H, YEPHHAT Apo0 M €BEHTYAIHO ChIO OBOpeLmTe ca HIeHTHHUUMpPaHA KAaTO
MOTEHLMAHH TApTeTHH OpTaHHU.

IpH ABYTOMMIIHO M3CIEABAHE 32 KAPIHUHOTEHHOCT NPH MUILIKM, TPETHpaHH ¢ 1o3u oT 130 (3a
MBKKHTE) B 156 (3a xkeHckuTe) mg/kg Ha ieH, He ca 3a0e13aHH HUKaKBH HEOIUTACTHYHM UITH APYTH
aOHOPMAJTHH HAXOAKH, CBEP3aHHM C JICUEHHETO.

ITpy ABYrOJMINHO U3CIIE/BAHE 32 KaPLIMHOTEHHOCT NPH ILTHXOBE, TPETHPaHH ¢ 103a oT 69 mg/kg Ha
JIeH, TIpH MEXKKHTE IUTbXOBE ¢a HaG/I0/1aBaHy YBETHUeHH CITy4ad Ha TYMOPHH 00pa3oBaHus B YepHHA
1po6. Te3u NpoMEHHUTE, KOMTO MOTAT Jia C€ CBBPKAT C MEPOKCH30MHATA MonMdepauys, ca
crietiYHA 32 TO3W BUA )KUBOTHH, T KaTo He ce HabMIONIaBaT B M3C/ICBAHETO 3a KapLIHHOTCHHOCT
IIPH MHIIKHTE WIH TIPY APYTH M3CIIEIBAHHS BEPXY MHIIKHM, KyueTa MIA MaMyHH.

Tlpu u3ceqBaHUs C BUCOKH J03H NpY MaiiMyHH, ca HabmoapaHu pe(paKUMOHHHA HAPYIICHHA B
pETHHATA NPH M0-BHCOKKUTE 03K (HABO Ha He-ToKcHdeH edekT 50 mg/kg). Te3n Hapywenus ce
CBBP3BAT C HATWUMETO Ha MeTaboJIUT Ha TepOuHA(UH B OUHATA THKAH H H3YE3BaT CIIEN
NpeyCTaHOBABAHEe NpHEMa Ha JIEKapCTBEHH NMPOAYKT. He ce CBBp3BaT ¢ XUCTOMOTHYHH MPOMEHH.
Karo crannaptHa 6aTepus ca IPOBEEHH in Vitro Y in vivo TeHeTHYHH TOKCHYHH TeCTOBe. Te He faBat
JIOKa3aTeJICTBO 33 MYTarc¢HeH TN KJIaCTOTEeHEH MOTEHIHAL.

Tlo BpeMe Ha M3CNEIBAHUATA BHPXY IUIBXOBE YWIIH 3aiiiy He ca HabMo1aBaHu HeXeNanu eQeKTH BbpXY
(depTHUINTEeTa WM OPYTY PeNPOAYKTABHH [IapaMETPH.

6. ®APMAIIEBTHYHH JAHHHA

6.1 CuoHcbk H2 HIOMOIHHTE BENECTBA

HATPHEB XMAPOKCH/L
OCH3MIIOB AJTKOXON
copOHTaHOB cTeapaT
LETHUITOB TIAJIMHTAT
LIETHJIOB aJIKOXOJI
CTeapuIIoB aTKOXOJ
nonaucopoar 60
M30TPONAIMHPUCTAT
NpeYHCTeHa BOIA

6.2 HecnrBMECTHMOCTH

Henpunoxumo

6.3 Cpoxk Ha rogHoCT

3 roguHN

Cpox Ha TOZHOCT CJie]] TbPBO OTBApsSIHE HAa OMAaKoBKaTa: 1 Mecer|
6.4 Crnenmaany yc10BHs HA CbXpaHeHHe

Jla ce cpxpaHsBa Ha MACTO, HEAOCTBIIHO 33 J€lA.

Jla ce cbxpaHABa B OPUTMHAIHATA ONAKOBKA.

Ja ce cexpansga mox 25°C.
Jla ce masu OT CBETJIMHA U BJIAra.




6.5 Bwupgu cpIbpKAHAE HA ONAKOBKATA
AnymunmneBa Ty0a OrakoBaHa B KAPTOHEHA KyTHS.
6.6 CrhenuajHmn NpeINa3sHH MepKH NPH H3XBbPJISHE

Hama CIICHHUAIHH U3NCKBaHH.

7. INIPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

HOBEJI ®APMA EOO/J
Oxonosprcred nbT Ne 36
Codus 1415, Buarapus

Ten.: +359 2 962 62 80

daxc: +359 2 962 90 36
en.moma: info@nobelpharma.bg

8. HOMEP HA PA3PEIIEHHUETO 3A YIIOTPEBA

20060113

9. JATA HA ITBPBO PABPEINABAHE/TIOTHOBABAHE HA PASPEIIEHHUETO 3A
YIHHOTPEBA

14.03.2006

12.08.2011

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

05/2019




