KPATKA XAPAKTEPUCTHKA HA TIPOXYKTA



1. HME HA JIEKAPCTBEHHWS ITPOOAYKT

Fungofin 1% cream

Dynrodun 1% Kpem ._ gné/ /L/A// }7}’ G -F/ﬁ

2. KAYECTBEH H KOJIMYECTBEH CHCTAB
1 g kpem ceaABpka 10 mg Tepbunadmuos xuapoxnopun (Terbinafine hydrochloride)

3a TBJTHHA CIHCHK HA MOMOLIHHTE BELIECTBA, BHJKTE Touka 6.1,

3. JIEKAPCTBEHA ©®OPMA

Kpem.

ban xnw3rae kpeM cue cnaba MUpH3Ma.

4. KJINHHUYHH JAHHHA

4.1 TepaneBTHYHH NOKAIAHHS

- HoBLpxHOCTHH TrEOWYHH MHbEKIHUK, npruHHerA oT mamobete Trichophyton (T.rubrum u

T mentagrophytes, T. verrucosum, T. violaceum), Microsporum canis v Tinea pedis (xogio Ha
atner), Tinea cruris win Tinea corporis npuuvnena ot Epidermophyton floccosum

- Undrexumn na xoxkara, npusmHeHn ot apoxau ot suaa Candida (Candida albicans)

- Pityriasis versicolor (pasHouseren nuweif), mpuunHen ot Pytirosporum orbiculare (Malassezia

Surfur).
4.2 Jlo3HpoBKa H HAYME HA IPU/IOKEHHE

EOBH@BK&

Dynrodun Kpem ce Npunara eIMH WIH IBa IHTH AHEBHO. TIPOABIKUTENHOCTTa HA IEYEHHETO BapHpa
CTIOPE]T NOKA3aHHATA WIH TeXECTTa Ha HHpEKLHATA.

IlpenophL9nTeIHA NPOIBLIKATEHOCT HA JEUEHHETO:

Tinea corporis, cruris 1-2 cenmuim (1-2 TETH AHEBHO)
Tinea pedis 1 ceqmuua (2 mTH AHEBHO),

2 ceaMHLH (1 NBT AHEBHO)
Cutaneous candidiasis 1-2 ceamuun {1-2 N5TH AHEBHO)
Pityriasis versicolor 2 cenmuuH (1-2 npTH AHEBHO)

KyiuHWuHMTE CHMNITOMM ce MoJOGPABAT B PAMKHMTE HA HAKONKO AHK. HepeaoBHOTO MpHiokeHHe MK
PaHHOTO CIIHpaHe Ha JIeYeHHETO ¢ TepOuHaduH MOXKE JIa YBEJIHYH PUCKa OT BE30OHOBABAHE Ha
uHdexunATa. AKO HE HACTEITH MOAOOpEHHe chen 2 ceIMHLM, THATHO3ATA TPAGBA 11a ce MPOBEpH.

[lanmenTH B cTapyecka BLIpAcT
He ce anara KOpeKLiys Ha J032Ta NPH NallMEHTH B CTApYecka Bb3PacT.

IleauaTpHuda nonynanms
EKNHHHYHHAT ONUT MpH NeIHATPHYHH MALIHEHTH € OTpaHHEH.

HaumH Ha npunoxeHue
IIprnara ce nokanHO BBPXY KOXATa.




Ilpednazru mepru, koumo mpabea da 6voam s3emu npedu paboma cveC Uil HPUROICEHUE HA

ACKADCIMNGERUR RDOOVKIN:

[Ipeau nprnoxenne 3acerHarara kKoxa TpabBa MPHMUIHBO Ja CE MOYHCTH H HAITBJINO 114 Ce H3CYIIH.
AKO BE3MAIEHHETO € B 30HA Ha JBE NONHpAIMH ce KOXKHH MOBBPXHOCTH (107 I'bpAaTa, MEKIY
TNPBCTHTE, MEHAY IITYyTEYCHTE, B HHTBHHAIHAT2 00/1aCT), 3aCerdaTaTa Koxa MOXe a Ce NoKpHe ¢
MapJleH KoMIpec.

4.3 IIpoTHBONOKA3aRHS

OyHroQHH KpeM € NPOTHRONOKA3aH NPH NALHEHTH ¢ aHAMHE3a 3a CBPEXYYBCTBHTEIHOCT KBM
AKTHBHOTO BEINECTBO WK KBM HAKOE OT MOMOLIHHTE BELIeCTRa, H30poeH: B ToYKa 6.1.

44 Crenxannm npegynpexaeHHs H OPeXNAIHH MEPKH NPH yHoTpeda

DyHropuH KpeM e NpeHasHAYEH CAMO 32 MPIICKEHHE BEPXY KOXKATa H He Tpabea aa ce npunara
NEpOPAJTHO, HA3aJIHO, B OYHTE WJIH BATHHAJIHO,

AKO B pe3Y/ITaT Ha JicueHue ¢ TepGHHA(HH BE3HHKHE pasHEHE HITH CBPBXYYBCTBHTE/HOCT,
ynorpe6aTa My TpabBa lla ce peyCTaHOBH H Aa Ce 3aMoYHe ChOTBETHO JIEUEHHe.

Hudexrnpannre obnactu He Tpadea Na ce MOKPHEAT ¢ TeCHH apexH. [TaupenTHTe C HHDEKUMH HA
XoawioTo Tpabea na obysart ynoGHM H NpoBeTpHBH 00YBKK. OGYBKHTE M HOPANHTE Ce CMEHSAT ITOHEe
BEIHBXK THEBHO.

IlpucnocobsBatero KbM npenopruHTEnHHA NeueGeH NEPHOL € BAXKHO 3 MOCTHIAHE HA ONTMMANEH
KnuHuYeH edexT.

3a na ce M3GeTHe KOHTAMHHALMATA OT HHEKTHpaHata o6nacT, pblieTe TPAGBA Na ce H3MHBAT CIIE
BCAKa ynoTpeda.

LleTHnoBns afkoxon H CTEapHIOBHA AMTKOXOM MOTAT A PHYHHAT IOKATHH KOXKHH peakuuH (Hamp.
KOHTAKTeH AEPMATHT).

4.5 BsaumopneiicTBHe ¢ JPYrH JIeKAPCTBEHH NPOAYKTH H APYTH popmMH Ha BIAHEMOICHCTBRE
Hsima naHHH 3a nekapcTBeHO B3aMMOAEHCTBHE, OTHACAILO ¢ 10 ynotpefara Ha mokajieH ©yHroguH.

4.6 DepruanTeT, GpeMEHHOCT H KbpMeHe

bpemennoct
BpeMeHHOCT kaTeropus B.

Hama 3aporonuTe s niu no6pe KOHTPONMpaHK NpoyYBaHHA npH GpeMeHH: xeHH. Tuit kaTo
PeNpOAYKTHBHHTE U3CICABAHIS NPH KMBOTHH HE ¢a BHHATH MOKA3aTe/THH 33 OTrOBOPa MPH XOpaTa,
TOBA JIGKAPCTBO He TpsGBa 1 ce npuiara no BpeMe Ha GpeMEHHOCT, OCBEH KO HAHCTHHA € MHOTO
HeoOX0aHMO.

Ktpmene
Ako TepbHHadHH ce npueMa fpe3 ycrarta, Tol ce oTaens B 4YOBeUIKOTO MIgKe. ThH KaTo HanTHYHOCTTA

Ha TepOHHAQHH B CUCTEMHOTO KPbBOOGpALLEHHE € MHHHMANHA TIPH JEPMAIIHO OPHIOKEHHE, CMATA
¢e, 4e IIOABT HE CE NOBNHsABA OT TasH (pakuma. PyHrodud kpem He TpGBa fa ce Npunara BbPXy
KOXKaTa Ha TBPJIHTE HA KbPMEILH MaHKH.

4.7 E¢ekTH BEpXY cnocoGHocTTAa 33 Wodnpane n paGoTa ¢ MAITHHA

Hsma nannn @ynroduH kpem a NosnHABa CiocoGHOCTTA 3a WodHpane U pabota

4.8 Hexelan JIEKADCTBENH PeaKUBE

HexesaHuTe JieKapCTBEHH peaKLiH ¢4 KATETOPU3HPaHH CHITTACHO CHCTEMO-0pra \ pi'gd\
H3N0/138a C/IEIHATA KOHBEHLMA: MHOTO YecTH (21/10), wectu (21/100 g0 < 1/10), newegrn{> 171 000/:1‘ .

ao < 1/100), peaxwu (>1/10 000 o < 1/1000), muoro peaxu (< 1/10000), ¢ Heuaaecni?‘\éu\@@?
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HATMYHATE NaHHK HEe MOXKE J1a Ce HanPaBH OLCHKA).

O6mu HapymeHns H ¢peKTH HA MUCTOTO HA NPHJIOKEHHE

Mbuoro penxu: Iapene, crpbex, 3auepeaBare H/HIH OTOK, CBLP3aHH C JIOKATHO TIPHICKEH
TepOHHaUH,

Tesn HexxenauH peakuyn oGHKHOREHO ce MOHacAT Ko6Gpe. Te Tpa6aa na 6b1aT pasrpaHHYeHH OT
PeaKIHHTe HA CBPBXUYBCTBHTEHOCT, KOHTO HAJIArAT CIIMP2HE HA TEpanHATa ¢ TepiuHaduH.

Crobmasane Ha HexeaHM peaKnHu

AKO NoNy4HTe HAKAKBH HEXENaHH PeakidH, yseaoMere Bamua nekap win dapmaneer. Tosa
BK/II0YBA BCHYKH BE3MOXKHH, HEOMHCaHH B Ta3H JIMCTOBKA HEXEJaHH peakiu, Moxere cbINo aa
CBOOINMTE HEXKENaHH PeakinH AUPeKTHO Ha UambaHuTeHa areHuns no nekapeteata (MAJI):

BBIITAPHA, Codua 1303, ya. laman I'pyer 8
Ten. +359 2 8903555

en. noma: bda@bda.bg

yeOcaiiT: www.bda.bg

Kato chobiuaBate nexenaHu peakumH, MOXeTe Aa IajieTe cBOA MPHHOC 3a NMOMYYaBAHe HA NOBede
HHGOpPMalng OTHOCHO Ge30MacHOCTTa Ha TOBA JIEKAPCTRO.

4.9 Ilpeaosmpane

Ilpenoaupane ¢ TepSuHadguH npH NokanHa ynotpeba He e HaGII0ABAHO.
Ho, ako nokanhust tepGunadun cryuaiiHo ce npreme npes ycrara, Tpabea aa ce NPHIMKH aKTHBEH
BBITICH H A4 Ce 3anoYHe CHMITTOMATHYHA H MOIbpKAlla Teparus.

5. ®APMAKOJOIHYHH CBOHCTBA
5.1 ®@apmaxkoIHEAMHYHH CBoOlcTBA

PapmakoTepaneBTHYHA IPyNa; NPOTHBEOrbGHYEH MPOAYKT 3d JIOK&THO MPHIOKEHHE
ATC xon: DO1AELS

PyHroduH € CHHTETHYEH aTATAMHHEH TIPOTHBOrBGHYEH NIPOIYKT, KOKTO AeficTRa upes MOATHCKAHE
Ha rkOHYHATa CKBaJIEH eNOKCHJIa3a, KATO M0 TO3% HaYMH Gaokkpa GHOCHHTE3aTa Ha eprocTepol,
HE3aMEHHMa CHCTABKa Ha rbOHYHATA KIEThuHA MeMOPaHa H NPHYMHABA TOKCHYHO HAaTpyMBaHe Ha
CKBAJIeH B rbOHYHATA KileTh4Ha CTeHa. TIpoyuBauus in vitro mokassar, 4e AepMaToHTHHA CKBANIEH
enoxcrHaaseH eH3suM e 4000 MbTH no-vyBCTBHTENEH KbM TepOUHADHH, OTKONKOTO KHM CKBANSH
€noKcHaasaTta Ha HozafiHHuMTe.

Muxkpobnonorus:

HoxkasaHo e, 4e Tep6HHaduH e aKTHBEH CIIPAMO NOBEYETO WAMOBE Ha TONYH3GPOCHHTE
MHKPOOPTaHH3MH KaKTO in vitro, Taka v NpH KTHHUYHM undekuyn: Trichophyton (T.rubrum u
T.mentagrophytes, T. verrucosum, T. violaceum), Microsporum canis u Epidermophyton floccosum.
FlopH B HUCKH KOHLEHTpalmH TepbiHadiH NposeaBa GpyHIHUHAHO CEONCTBO cpeLly FMEOHUKH No
KOXKaTa M [UleceHH. B 3aBucuMocT ot puaa Ha apoxamre (Candida albicans, Pytirosporum orbiculare
unu Malassezia furfur) n muxpoopranusmaTe Tepbunadgus npoaesea GYHIHUMIHO WK S
¢pyHrcTaTHYHO JeiicTBHe. 7

5.2 @apMaKOKHHETHYHH CBOHCTBA

Criep KoKHa anIMKaLKs, HATHYHOCTTA B CHCTEMHOTO KPbBOOGpAIEHHE Ha noxam} f[p
TepOuHadun ¢ MHHHMaNHA. B enHo npoyusate Coy; (MakcHMAaHa xonueHTpaupm)
(Hali-IOBBLPXHOCTHHA CJIOI HA enMEpMHCa) € MOCTHrHaTa 4 yaca Crex rrpunoxceﬂnerqﬂa



TepOrHaduH. Ako TeYeHHeTo npoAkDKaBa oT 1 10 7 AHH, eNTMMHHALMOHHHAT TIONYKHBOT Ha
TepOHUHAdUH OT stratum corneum ce yBenuuasa TPHKPATHO.

5.3 IlpeaxkiHAHYHHE AaHAnR 3a Ge3omacHOCT

Ipx npoakvkuTenHn uscnenpanus (10 1 roaMHa) BBPXy UIBXOBE B Ky4eTa, TPETHPAHH C OpaiHH
rozu or 100 mg/kg Ha nen, He ca HaGMOABaHH TOKCHYEHH e)eKTH M TIPH ABaTa BHAA XUBOTHH. [Tpu
TPeTHPaHe C BHCOKH [IO3H, YEPHHAT Apob H eBeHTyanHo chuo GBOpentTe ca HaeHTHPHUHPaHH KaTo
NOTEHUHAIHH TAPT¢THH OpPTaHH.

IIpH ABYrOAHIIAEO H3cTEABAHE 33 KAPLHHOMEHHOCT NPK MMIUKH, TPETHPAHH ¢ A03H oT 130 (3a
MBXKKHTE) it 156 (3a aeHckuTe) mg/kg Ha feH, He ca 3a6eng3aHH HUKAKBH HEOUIACTHYHM HITH APYTH
abHOpPMAaJTHH HAXOMKH, CBBP3aHH C JICYEHHETO.

[Tpu aByroanrHo uscnenBaHe 3a KAPUUHOTEHHOCT NPH TUTHXOBE, TPETHPAHH ¢ 1033 OT 69 mg/kg Ha
AeH, [PH MBXKHTE TNIBX0BE ca HabKofapaHn YBETHYEHH CTy4al Ha TYMOPHH 00pa30BaHHA B YEPHAS
Apo6. Te3u npoMenuTe, KOHTO MOraT [1a Ce CBBPXAT ¢ MEPOKCH3OMHATA Nondepawms, ca
criettuyHY 3a TO3H BHI JKMBOTHH, THHl KaTO He ce HaGNIOAABAT B H3CNIE/IBAHETO 33 KAPLMHOTEHHOCT
NIps MHUIKATE WK OPH APYTH U3CNEABAHHA PBPXY MHILKH, Ky4eTa WIH MalMyHH.

Ilpy H3cneaBaHUA ¢ BUCOKM O3H NPH MaliMyHH, ca Habmonasaun peppaKLMOHHY HapyIIeHHs B
PeTHHATA NPH N0-BHCOKHMTE K031 (HMBO Ha He-ToKcHueH edexr SO mg/kg). Tesn napywenus ce
CBBP3BaT C HAIHYHETO Ha METAOOJIHT HA TepOHHA(DHH B OUHATA THKAH H H3YEIBAT CIIEH
NipeyCTaHOBABAHE NMPHEeMa Ha JIEKapCTBEHHA NPoAyKT, He ce cBbp3BaT ¢ XHCTONOTHYHH NPOMEHH.
Karo cTaHnapTHa 6aTepus ca pOBEAEHH in Vitro W in Vivo reHETHYHH TOKCHYHH TecToBe. Te He JaBar
JAOKA3ATEICTBO 33 MyTAr€HeH WK KNACTOTeHEH NMOTEHHHA.

Ho BpeMe Ha W3C/IeBaHHATA BEPXY IUTHXOBE M 34y He ca HabmoaaBaHy HeXeNaHH edeKTH BEPXY
(epTRIHTETa WK APYTH PENpPOLYKTHBHH IAPAMETPH.

6. PAPMAINEBTHYHA TAHHHA
6.1 CnHcbk Ha TOMOLHHTE BeIECTBa

HATPHEE XHIPOKCH
6eH3HIIOB AKOXO0N
COpOHTAHOB cTeapar
LEeTWIOR MajMHTAT
LETHTOB ANIKOXOJ
CTEAPUIIOB AJIKOXOJI
nonucopbar 60
H3ONMPONWIMHPHCTAT
npeyncTeHa Boaa

6.2 HecnBMecTHMOCTH

Henpunomkumo

6.3 Cpok na rogsOCT

3 roguaK

Cpox Ha roJIHOCT Cllel ThPBO OTBapsHE Ha onakoBkaTta: 1 Mecew
6.4 CnenHajJHH YCJIOBHA RA CHXPAHEHHE

Jla ce chXpaHABa HA MACTO, HEAOCTRLITHO 3a Aeua.

Jla ce cexXpaHABa B ODHIHHANHATA OMTAKOBKA,

Ha ce cexpanaea nog 25°C.
Ja ce ma3u OT CReTNHHA M BNara.




6.5 BnaHchABPKAREE HA ONAKOBKATR
AjryMHHHEBa Ty0a OonaKoBaHa B KAPTOHEHa KYTHA.
6.6 Chenuanum npeanazny MepKH NPH HIXBHPAAHE

HsamMa cnelHanHH H3HCKBaHHS.

7. TNPHTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA
HOBEJI ®PAPMA EOOJ]

OxonoepucTeH mbT Ne 36

Codmna 1415, Boarapua

Ten.: +359 2 962 62 80
dakc: +359 2 962 90 36

en.noma: info@nobelpharma.bg

8. HOMEP HA PA3PEUIEHHMETO 3A YIIOTPEBA

20060113

9.  JATA HA ITEPBO PASPEIIABAHE/MIOJHOBSBAHE HA PASPENIEHMETO 3A
YIIOTPEBA

14.03.2006

12.08.2011

10. JATA HA AKTYAJIMIWPAHE HA TEKCTA

05/2019




