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KPATKA XAPAKTEPHCTHUKA HA [TPOAYKTA

MYCONAFINE
MHKOHA®HH

1. UME HA JIEKAPCTBEHHSA ITIPOAYKT
Myconafine 125mg tablets
Mukornadun 125mg TabneTku

Myconafine 250 mg tablets
Muxkonadun 250 mg TabneTKH

2. KOJNYECTBEH 1 KAYECTBEH CbCTAB

Enna TabneTka cbabpxa: Tepbunadun xuapoxnopun (Terbinafine hydrochloride),
exB. Ha TepOunadun /Terbinafine/ 125mg u 250 mg

3a TOMOIUIHHNTE BElIeCcTBa BXK. T. 0.1.

3. JIEKAPCTBEHA ®OPMA

Onucanue

Myconafine 125 mg — 6enu, KpBITHY, IIOCKH TAONETKH, ¢ AEIMTEIHA 4epTa OT
JBETE CTPaHH U JUaMeTsp 9 MM, MapKUpaHH ¢ .1 Haja4yeprara OT €AHara cTpaHa
Myconafine 250 mg — Oenu, KpbIid, MIOCKH TAONETKH, ¢ ACIUTCIHA 4epTa OT
IBeTe CTpPaHW W AuamMeThp 11 MM, MapkupaHu ¢ 17 Haj uepraTa H N RS 1 (0)i
yepTaTa OT €/lHaTa CTpaHa

KIAHUYHU JAHHHU

1. Hoka3zaHus

OHUXOMHKO3HM Ha PBIETE U Kpakara, TPUIHHEHH OT JepMaTopuTy;
Tinea capitis;

['s0uyHd UHGEKIUY HA KOXKATA, IPEAU3BUKAHM OT AePMATOPUTH;
MUKO3M Ha IJajKara Koxa — tinea corporis, tinea cruris, tinea pedis;

o MHudbexuud HA KOXaTa, NPHYHHEHH OT MHKpPOOPraHM3MH OT BHIA Candida
(namp. Candida albicans).

3a pa3mmka OT JIOKAaJIHWTE (OPMH Ha TPOAYKTa, TepOMHAQHH TaOIETKH HE €
edukacer npu Pityriasis versicolor.
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4.2. Jlo3upoBKAa U HAYHH HA MPHJIOKRECHHE
Bvispacmnu - 250 mg BeTHBXK THEBHO.




Ieya

IHocmmaprxemunzosu npoyueanus npu 0eya ca noKazaiu npo@un Ha bezonacnocm
HQ NPOOYKMA KaKkmo npu ev3pacmuu. Hama ookasamencmeaq 3a Ho6U, HeoO U auHu
UIU NO-MEJICKU pDeaKyuu, om mes3u Habaooasarnu npu ev3pacmuHume. Buvnpexu
MO, NOPAdU O2PAHUYEHOCIMMA HA OQHKHUINE, He Ce NPEeNoPUBA NPUNAZAHEINO HA
mepbunagun npu deya.

[Ipoovascumennocmma HA REYEHUENO 3A6UCU OM NPUNUHUMENA U MACIMOMO HA
ungexkyuama.

¢ (OHUXOMHUKO3a
[Tpy moBeYETO NALMEHTH NPOABIDKUTENHOCTTA Ha JICUCHHETO € 6-12 ce AMU L.
OHUXOMHKO3a Ha HOKTHUTE HA [PLCTUTE HAa PBLETE — B IMOBEYETO Cllydau €
NOCTAaTBHYHO JIeueHHue OT 6 CCAMULU.
OHHXOMHKO3a HA HOKTHUTE Ha NPBCTUTE HA Kpakata — B IIOBEUETO CIIyUYan JICUEHNE
B NPOABIAKCHHE HA 12 CEAMULHU € JOCTAaTbYyHO, BBIPEKU Y€ NIPH HAKOW MalHeHTH
TO MOXe Ja € a0 6 mecena. Cnadoto U3pacTBaHE HA HOKTHTE Mpe3 IBPBHTE
ceIMHIIH MOKE€ Jla CTaHe NpHYHHA Ja HE MOXKE Ja ce OIpejenyt KOW MalnueHTH
H3HCKBAT MPOABIIKUTEIHO JAeucHUE. Cumnmomume MOXHCE€ 0a HE OM3EYyHam 00
HAKOAKO CeOMuyu Om JNeHeHUemo, a mosa 0a CMmaHe cled HAKOAKO Meceya —
8peMemo 30 ROPACMEAre HAa 30Pae HOKbM.

o KoxHH UH(pEeKIHH
[Ipu tinea pedis (WHTEepAWTWTaNHA, IJIAHTapHa, THN ,,MOK4aCHHHM ) — 2 10 6
ceIMHIM; tinea corporis, cruris — 2 10 4 ceIMUUH. [[wano uszuessqaHe Ha
CUMNMOMUME MOXMCe OO HE HACHBbHU 00 HAKOAKO CeOMUYU Cned NeyeHuemo, d
moea Oa cmaHe Ccned HAKOAKO Meceya — epememo 3a HOopacmeane Ha 30pae
HOKBM.
e Ilpu undexnuy Ha rnaakara Koxa OT JepMaTo@uTH U KOXKHA KaHauzxosa — 2-4
CEIMULM.

[ayuenmu ¢ 6vbpeuna HedocmamvyHOCH

[ayuenmu ¢ yepescoarne Ha Ovbpeunama QYHKYUA (KpeamuHuHO8 KIUPBHC HOO
50ml/mun unu cepymen xpeamunun Had 300 micromol/l) mpabea oa npuemam
NOAOBUHAMIA O HOPMAIHAMA 003a.

Ilayuenmu 6 Hanpeonana ev3pacm

Hsama maHHH, ye Tasu rpylia MalueHTH ¢€ HYXXJae OT Pa3IudHa AO3HPOBKA HITH Ue
HEXeJIaHUTEe PeakiUM TIpU Hesl ¢€ pa3jiduyaBaTr OT TE€3M IpH ITo-Mjalu TTallHeHTH.
TpabBa Ja ce OTYUNTA BBEIMOXKHOCTTA 3a MpoMeHeHa ObOpevHa M 4epHOIpOoOHA
(GYHKLIHA ITPH TE3H HAlUCHTH,

4.3. [IHpotuBOnOKA3aHHA
IIpoayKTHT HE Ce mpuiaara npu

® CBPBXUYBCTBUTEJIHOCT KbM TEPOUHADUH;




®  mexcko HBOPeUHO YepeHOaHe;
®  MeXHCKO YepHOOPOOHO Vapedicoake.

4.4, CneudajHH npeaynpexIeHus U nNpeana3sHyH MEpPKH NpH ynorpeda
Jloknadsarnu ca cayuau HaQ HCAMEHUYA U Xenamum no epeme HA neveHiemo. B
me3u cayuau Modice da ce nooosupa xenamomoxcuurnocm. Ilaurenture psadsa aa
ObJaT CbBETBaHU Ja C€ CHNEAAT 3a HEU3SACHEHW CHUMITOMM OT mpypumyc, TalecHe,
aHOpeKkcus, Oonka B JsfCHAaTa TropHAa 4YeCcT Ha KopemMa HIH SKBITCHHIA,
NOTbLMHABAHE Ha YPHHATA U ymMopa. Ako me ce noasam neueHuemo mpabsa oa
OvOe CHPAHO.

DapmaxoKUHeMUYHY UCACO8AHUA C eOUHUYHA 0030 OM NPOOYKMA NPU RAYUCHMY
CbC CHUECMBYEAUIO YepHOOPOOHO 3a601A8aHe €A NOKARAMU, Y€ KAUDBHCHM HA
mepbunagun moxce oa ce pedyyupa ¢ 50%. Tepanesmuynomo npunosxicenue Ha
MepOUHApUH NPU MAKUBA NAYUEHMU He e U3CNe08AHO NPU KIUHUYHU NPOYYEAHUS
U 3amMoea He Modce 0a Ovoe NPENOPLUAHO.

Tepburagun ce npuaaza ¢ NOBUULEHO BHUMAHUE NPU RAYUEHMU C NCOPUAZUC, MBIt
Kamo ¢a OOKNG08AHU MHO20 PEOKU CYYaU Ha 0Bocmpsane HE NCOPUARUCA,

JleyeHHETO ¢ UpoAyKTa TpsaOBa da C€ MNpPEKpaTH IpH [OABAa HA MPOrpecHBeH
MopOHIHopMeH 0OpuB. Paaxo Morar ja ¢e cpeliHaT U KOXHH pPEeaxKIuH KaTo
CHHIPOM Ha Stevens-Johnson W TOKCHYHa eNMHAEPMATHa HEKPOJIH3a, KOUTO CBIIIO
HaJIarar [peKpaTaBaHe Ha Teparnusnira.

Ilpu neuenue ¢ tepOUHapUH MOraT Aa ce CpelulHaT MPOMEHH B OYHHTE JICIIH U
peTHHAaTA.

Hayuenmu na mepbOuHagur, npu KOUMO ce NOABU GUCOKA MEMNepamypa unu
8BLINANIEHO 2bPNIO MpAbea 0a bvodam UCe08aHYU 3a Xemamoaoecuynu peakyuu. Ipu
MalMeHTH ¢ HMYHEH JIedunuT € HeodXO0IUMO MIpocieasBaHe Ha KpbhBHATA
KapTUHa, OCOOCHO KOTaTo JICYEHMETO NPOABINKABA HOBEYEe OT 6 cegMulM. IIpu
HacTBIIBAHE Ha BTOpUYHA HeyTpolieHHs (Opol Ha HeyTpoduanTe<I000 KJ‘I./MB)
JIEYEHUETO C TIPOJIYKTA C€ NIPEKPAaTABA U CE€ Ha3zHAYaBa MOIXOAMIIO JIEYEeHHE,

4.5.B3anMoaeliCTBHA ¢ JPYIdH JeKapCTBeHH NPOAYKTU H JApyru HpopmMu Ha
B3AHMO/AeHC TBHSA

Egexm na opyau nexapcmeenu npoodykmu 8bpxy mepouHaduH

[InazmenusT KIUPBHC Ha TepOUHA(DHUH MOXKE Aa C€ YCKOPH OT JICKAPCTBA, KOUTO
HHAyIUpaT MeTabonu3Ma M MOXE Ja c¢ HUHXuOHUpa OT JIeKapcTBa, KOHTO
WHXHOHpar Metabonuima Ha P450-eu3umuara cucrema. Ilpu Te3u cnydam Moxke
Ja ¢e HAOXU KOPEKLHUS Ha J03aTa. e
Cimetidine monuxaBa kaupbHca Ha TepbuHaduu ¢ 33%. Rifampic;ﬁkgﬁiﬂ;ﬁm
KITHpBbHCA Ha TepOuHaduH che 100%. N
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Edexm na mepbunaun evpxy opyeu 1ekapcmeen npooykmu

TepOunadun MOXe Oa TOBHIIM edexTa MIM Ma3sMeHaTa KOHLEHTpAaLMs Ha
catfeine ¢ 19%.

HponykreT motucka metadonuisma Ha nmpoaykty, meauupad or CYP2D6 kato
TPULOUKIAYHA aHTHIENpecaHTH, 0OeTa-OJIOKepH, CeNeKTHBHH HWHXHOHTOpH HAa
CCPOTOHMHOBHUA TPAHCIOPT, AHTHAPUTMHUYHU IMpoaykTH knac 1C u MAO-
uHXuOuTOopu TN b. Toll noBuiuaea kauppHCa Ha desipramine ¢ 15%.

Apyau in vitro u KIMHUYHU USNUMBAHUA NOKA38am, e mepbuHatun noxasea
He3HAYUMENEH NOMEHYUAT 0 HOMUCKA UMY UHOYYUDA KIUPBHCA HA NEKAPCINEd,
xoumo ce Mmemaboausupam om yumoxpom P450-enzumume (cyclosporin,
tolbutamine, terfenadine, triazolam, opannu xonumpayenmusu). Hoxnradeanu ca
CAYYAU HA HAPYUICHUSA HA MEHCMPYATHUS YUKBA KAMO HeobUUAUHO KbpeeHe UMY
HepeOOBeH YUKBA NpU  nayuenmu, npuemawyy mepbuHagun ¢ oOpanHu
KOHMPAYEeNnMUBH.

4.6. DbpeMeHHOCT U KbpPMeHe

Tbi KaTro JeYeHueTo Ha OHUXOMMUKO3HTE MOXE Ja Ce€ OTJIOXKH Ccilel Kpas Ha
OpeMEHHOCTTa, HE C€ MPENOpPhYBa 3all0UYBAHE Ha JICUSHHUETO MO BpEMe Ha
IIPOTHYAHETO i,

Crex mnpueMaHe Ha IMpoAykKTa, TOH C¢€ OTKpUBAT B MaHUYHMHOTO MJIAKO.
CBOTHOIIEHUETO MEXAY KOJIMUYECTBOTO MY B MJISKOTO M MNazmara € 7:1 u nmopaju
TOBA HE CE NpHUJIara B Iepuoa Ha KbpMEHe.,

4.7. EdekTH BBpXY cnmocoO0HOCTTA 3a modupane u padora ¢ MaIUNHA
Myconafine He Oka3Ba BJIMAHHE BBPXY CIIOCOOHOCTTA 3a miopuparne u pabora ¢

MAllIMHH,

4.8. HEXEJ/IAHHU JJEKAPCTBEHHU PEAKIINH
HexemanuTe peakuum ca HOOApeaeHH IO  HeCTOTa cHopelx  clieqHaTa
Kaacuukanusa: maoro yecru 2 1/10; vectn 21/100 mo < 1/10; newectn 21/1000

a0 < 1/100; peaxn 21/10000 go < 1/1000; muoro peaxu < 1/10000,

HapyumieHusi HA KPbBOHOCHATA M JUM(PHATA CHCTEMHU
Mmuoro peaxu - Heyrponenus, arpaHynonurosa, TpoOMOOIUTOIISHHUS

HapyimeHus Ha MMYHHATA CHCTEMA
Mnoro peaxu - llposBa wmiam exsauepbauusg Ha KOXEH KM CHCTEMEH JYIYC
epUTEMATOBYC.

HapyuieHHs1 HA HEPBHATA CHUCTEMA
Yectu — [ nagobonue.




Peoxu Hapecmesuu, xunoecme3suu, 3aMaaHoCm, Hepa3noaoXiceHiie, ymopa.

FRCTPOHHTBCTHHRHHH HAPDYIICHHSA

YecTH - MBbJIHOTA B CTOMAaxa, 3aryda Ha aleTuT, AUCICNCH S, FaAeHe, JIeKa KOpeMHa
00JIKa, AMapus.

IHcuxuunu HapyuieHn us
Muoco peoxu - [lenpecus u mpegoocHocm.

Hapyuienusi Ha Ko)XaTa 4 MOoAK0)KHATA ThbKaH

HecTn - ANepruudHy KOXHU peakiuu (0OpUB, YPTHKAPHS ).

Peaxu - Cepuo3HHM KOXHHM peakUMM (Karto cuHApoMa Ha Stevens-Johnson,
TOKCHYHA €NUJACpMalHAa HEKpoau3a, (POTOUYBCTBUTEIHOCT Y AHTUOHEBPOTUHEH
efeM. AKO KOXKHUTE peaKlih IIPOrpecHpar, JICUEHHETO TpsAaOdBa Jia ce CIpe.

MHoro pelKkHy, BKJI. H30IUpaHH ¢iy4yan - Ex3anep0anus Ha ncopuasuc, 3arydoa Ha
KOCA.

XenaTo-OUIHAPpHU HAPYIUIEeHHH
Penku - Xenaro-OunnapHa IUCHYHKIHA, PIAKO YEPHOAPOOHA HEAOCTATBYHOCT.

MycKy.Ja0-cKeleTHA, CheJUHUTENHA ThKAH U HapyLIeHH Ha KOCTHTE
Penkw - apTpalrys, MUAJITHs, KOUTO MOFaT J1a ¢€ MOSBSAT BEB BPB3Ka ¢ PEaKLIH Ha
CBPBXYYBCTBUTETHOCT.

HapyuieHus Ha CeH3OPHUTE OPraHH
Heuectu - 3aryba u HapyuieHHs Ha BKyca, KOUTO M34e3BaT OasHO clie]l CIHpaHe
Ha JICYCHUETO.

Huxamennu HapyueHuA
Mroco pedxu - Anagpunaxcus u aneuocedem.

4.9. Ilpenozupane

JlanHuTe 3a Mpeao3upane ¢ TepOuHadguu ca orpaHudeHu. Jlosn 10 5 g (20 bTH
TEpANEeBTUUHATA A03a) Ca NpUeMaHW 0e3 HHIyLHpaHe Ha CEePHO3HH HEKEIaHH
peaknyd. CuMnToMHTe OODHMKHOBEHO ca TaJe€He, MOBpBIIAHE, KopeMHa O0JIKa,
oOBpKaHoCT, OOpHUB, YECTO YpUHHpaHE, FMaBodoue.

[Ipenopbypa ce eNMUMUHHPAHE HA [IPOJYKTA ¢ AKTUBEH BbIUIEH U CUMIITOMATHYHO
JIEUYEHHE.

8. DPAPMAKOJIOTUYHN TAHHN
5.1. ®apMakoAUHAMHYHH CBOVCTBA
ATC xkoa D 01 BA 02

f.h




Terbinafine e cuHTeTMYEeH anunaMUHOB JAepuBar. HeroBusT NpOTHBOI'BOMUYEH
e(eKT C¢ OBJLKM HA MOTHUCKAHETO HA CKBAJICHOBATA CMOKCHIA34, KIOYOB €H3UM B
OMOCUHTE3aTa Ha IeONYHATA CTeHA. B pes3ynrar Ha ToBa ce noiy4dyasa JepuUUuT Ha

eprocTeposl M HATPYINBAHE HA CTEpO B I'BOMYHATA KIIETKA, KOETO BOAH 1O
3arMBaHETO H.

B 3aBHCHMOCT OT KOHIIEHTpalHATa CH MPOAYKTHT Moxe na 0bae dyHrHUUAeH
CIIPAMO A€pMaTOMHUTH, IIECEH! U HAKOU JUMOPPHU I'bOU U PYHTUCTATUYUEH.
Terbinafine ¢ akTUBEH ClPsAMO:;

Trichophyton rubrum;
Trichophyton mentagrophytes;
Epydermophyton floccosum;
Microsporum gypseum;
Microsporum nanum;
Trichophyton verrucosum;
Candida albicans;
Scopulariopsis brevicaulis.

5.2. DapMaKOKHHETHYHH CBOMCTBA

Cneg nepopaien 1npueMm terbinafine ce pesopbupa gobpe (>70%) u
OMOEKBUBAJIGHTHOCTTA Ha mpoaykra cnejx first-pass effect ¢ 40%. IlukoBa
1a3sMeHa KOHIEHTpalHs ¢e AOCTHra 2 d4aca Clel IpepopalHO MPHEMaHEe Ha
eAnHHUYHa Ao03a oT 250 mg. buoHanmu4HOCTTa Ce IPOMEHs OT IPUeM Ha XpaHa.

[Mpy maumenTH ¢ yBpeAeHa OnbOpevHa (QyHKOUA (KpEeaTMHHMHOB KIMPBHC <30
mg/ml) u yepHogpoOHA LUPO3a KIUPBHCHT Ha terbinafine HamaniBa CPEAHO C
50% B cpaBHEHHE CHC 3APABU J0OPOBOIILM.

B mnasmara npoyKThT ce cBbp3a B 99% ¢ nmasMeHuTe MpoTenHH. Pasnipeens ce
B MACTHATA THKAH W [OCTHIra BHCOKA KOHIEHTpALMs B KOCMCHHUTE (POIUKYIIH,
KOcaTa u MasHara Koxa. [IpoykTsT noctura 0 HOKTUTE HAKOIKO CeIMHLM CIe]
HAYyaI0TO HA JIEYEHUETO.

[peau exckpeuusra terbinafine ce Metabomusupa B yepHUs apod 10 MeTaOOINTH,
KOUTO HE NMPHUTEXKABAT aHTHUI'bOWYHA aKTHBHOCT. CeneMIeceT NMPOLeHTa OT Jo3ara
ce eIMMUHMpPA 1npes 0vOpenuTe.

5.3. IlpeAkAHHHYHH JAHHH 32 0€30MACHOCT

[TpoabKUTENHU H3cAeABaHuA (40 1 roauna) ¢ mIbXOBe H KyYeTa He MOKa3BaT
TOKCHUeH edekT npu 1031 A0 100 mg/kg/nHeBHO.

[To BpeMe Ha H3CIeABaHHSA ¢ BHCOKHM JAO3H [pH MaHMyHH ¢a HaOmOIaBaHU
IIPOMEHH B peTHHAaTa (HeToKCHYHO HUBO 50/mg/kg). Te ce ¢cBLP3BAT ¢ HATHYHETO
Ha MeTabonuTH Ha terbinafine B OYHWUTE THKAHW W HU3UE3BAT CJICA CIHMpaHe Ha

neyeHueTo. He ¢e OTKpUBAT XHUCTONOTHYHH IPOMEHH. =
CTaHZapTHU HU3CAEIBAHUS 1IN VItrO M In VIVO 38 I'eHOTOKCHYHOCT /qutﬁ&m%;r
MyTaTreHHOCT. N



He ce oTKpHUBAT JJaHHU 3a YBpeKJaHe Ha PepTHIUTETA.

6. OAPMAINEBTUYHUA 1AHHHA

6.1. CHOHCbNHUCBK HA MOMOINHHTE BeIeCTBA

Henynosa, Mukpokpuctaida (Cellulose microcristalline)
Kpockapmenosa sarpuit (Croscarmellose sodium)

CunuumeB auokcu a, komouaanes (Colloidal silicon dioxide)
Xuapokcunponuameruineaynosa (Hydroxypropylmethylcellulose)
Marnesues cTeapar (Magnesium stearate)

6.2. HecnbBMeCTHMOCTH
Hsma

6.2. Cpox HA roHOCT

3 (TpH) TOOYMHU OT JaTaTa Ha MPOH3BOICTBO

6.4, CneuuanHu yCJOBHSI HA CbXpPaHeHHE

To31 MEJAMIUHCKH TTPOAYKT HE H3UCKBA CHEIHANHH YCITOBUA 3a CBXPaHEHHE.
Ha ce cbXpaHsBa Ha MACTO, HEAOCTBIIHO 3a fenal

6.5. /laHHH 32 ONAKOBKATAa |

Myconafine Tabaerku 125 mg no 10 6pos B Onuctep ot AL/PVC-PVAC doamo, 3
onucrtepa (30 TabneTKH ) B KyTHA

Myconafine tabnetkn 1no 125 mg no 14 G6pos B Osucrep or AL/PVC-PVAC
donuno, 1 (14 Tabnerkn) unu 2 dnucrepa (28 TabneTku) B KyTHsl

Myconafine tadmetkn 250 mg no 10 6pos B 6aucrep or AL/PVC-PVAC ¢ommo, 3
6nuctepa (30 TabneTku) B KyTHd

Myconafine tabaetkn no 250 mg no 14 6pos B Onucrep or AL/PVC-PVdAC
donuo, 1 (14 TabaeTku) unu 2 6aucrepa (28 TadAETKU) B KyTHS

6.6. Ilpenopvbku npu ynorpeda
HsaMma

7. IIPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

“AxktaBuc’ EAJL

yi. “*AraHac JIykoB” No 29

1407 Codus, brarapud

8. PETUCTPAIIMOHEH Ne B PETUCTDHPA 1O 4J1.28 OT 3JIAXM
Myconafine 125mg tablets - 20060587

Myconafine 250 mg tablets - 20060538

9. JATA HA II'bPBO PA3PEINABAHE 3A YIIOTPEBA HA
JEKAPCTBEHHUA ITPOAYKT
25.10.2006

10. JATA HA AKTYAJIU3IAIIAA HA TEKCTA
[OQOm 2008 rog.




