KPATKA XAPAKTEPUCTHKA HA IPOJAYKTA

1. HME HA JEKAPCTBEHMS IPOAYKT

Exsonepun 1% xpem
Exoderil 1% cream

2. KAYECTBEH H KOJIMIECTBEH ChCTAB

1 gepmepka: 10 mg nadmaduHoB xaapoxnopua (naftifine hydrochloride)

Iomommmo BemecTBo ¢ W3BECTHO AciicTBHE:
1 g epappixa 10 mg Gersunos ankoxon (benzyl alcohol)

3a ITRJIHKA COMCHK Ha MOMOIIHHTE BEIECTBA, BHAKTE ToUkKa 6.1,

3. JEKAPCTBEHA ®OPMA & WR3NbIHUTENHA ATEHLNA 110 NEKAPCTBATA
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3a neveHue Ha;
- re0nunm vHGEKIMA Ha KOXKATA WM KOXKHUTE THHKH (tinea corporis, tinea inguinalis)
- MHKO3IM O PRIETE H KkpakaTa (tinea manus, tinea pedis)
- re0HYHH HHDEKIMH HA HOKTHTE {OHHXOMHKO3H)
- Candida vadexuun Ha Kokara
- Pityriasis versicolor
- BB3NAJMTENHH ASpMaTOMUKO3E (¢ unu Ge3 cupbexk)

42 J0o3BpOBKA H HAYHMH HA HPHJIOKEHHE

O3HPOBKA
Exsonepun 1% KpeM ce npuiara BeqHEXK JHEBHO BBPXY 3acerHarara o0macT M okono Hes. Tasn
obracT Tpa6sa na Obae modMMcTEHA W NOZCYNIEHa BHHMATETHO [IPEAH Ja ¢€ HAHECe KpeMma.

IpoaLIKHTENHOCT Ha TEYEHHETO

Jleuenuero ¢ Ex3omepun TpaGBa Aa IPOIBHKH TIPH CHINATA 0328 MOHE ABE CEIMULIH CcH MpeMaxBaHe
Ha HHEKIMATA, 34 A CE MPEeAOTBPATH PELIIHE.

Ako He ce HabmOAaRa KIMHHYHO MONOGpPEHHE B PaMKHTe Ha 4 CeAMMIIM, JIeHUeHHeTo TpaGBa na Onae
TipepasrieaHo.

Hauun na npunoxeHue
3a npunaraHe BBpPXY KOXKaTa HIH HOKTHTE.

Ilennarpydna nomynauAs
BesonachoctTa 1 edukacHocTTa Ha HahTH¢MH Npu Aena K oHoM oA 18 roam

ycranoseHH. HaMa nocTarsuHo HATHYHA JRHHH.




INanpenTy ¢ HapymeHa 656peyuna Wiy YeproapobHa dyHKIS
He e neotxoanumo xopHrupane Ha 103aTa.

TlamerTHTe TPAORa A2 GBOAT HA(OPMHUPAHH 33 OOHYAHHTE XHrHEHHH MEPKH 3a H30grBate Ha
H3TOYHHIIHTE HA HHOEKUHA H peHHbEeKIHA.

43 IporEBOnOKazanud

CBpPBXYYBCTBHTE/IHOCT KbM HadTHGhHH WK KbM HAKOE OT NIOMOIIHHTE BEIIECTBA, OIIMCaHH B TOYKA
6.1.

44 Crennajng npeiynpexicHHs H NpeJNa3Ad MePKH NPH YHOTpeba
[Tpu ynorpe6a Ha Exzonepmr 1% kpeM TpaOea fa ce U36ArBa KOHTAKT ¢ OUMTE HIIM JIMI'ABHIHTE.

B 1 g oT ToBa JlekapcTBo ce chaspika 10 mg 6ensinor ankoxon, 40 mg netunos ankoxon v 40 mg
CTeapwIoB ankoxoll. Moxe Ja NpHIHHAT alepriyHH PeaKiiy | JIOKAIHH KOXKHH peakuuy (HarmpuMep
KOHTAKTEH JEPMATHT).

45  BsammopeiicTEHe ¢ Apyrd JeKAPCTBeHH NPOAYKTH H JPYTH (JOPME Ha B3aHMOJeHCTBHE

He ca u3secTHu.
4.6 PepTHAHTET, GPeMEHAOCT B KbpMeHe

Depmunumem
He ca npoBexnann npoyuBasua 3a yCTaHOBABaHe Ha BaHAH#ueTo Ha Exzozepun 1% kpem BLpXy

deprumuteTa.

bpemennocm u xepuene
Omuret ¢ ynorpebara Ha HadriuduH npu GpeMeHHE XeHH € MHOTO orpaHHded. IIpoyusanmsra ¢

JKHBOTHH HE NOKA3BAT [IPSKH WK KOCBEHH BPEAHH ¢(pCKTH, CEBP3AHH ¢ PENPOAYKTHBHA TOKCHYHOCT.
HpH NMpaBHIHO TIPHIOKCEHHE HE C€ OYaKBa TO3H JICKAPCTBEH TIPOAYKT Ja TOBJTHAC (pc'ryca HIH
HOBOPOJIEHOTO. [IpoyuBaHis Ha TEPATOreHHOCT He JOKa3BaT eMOPHOTOKCHYEH ehekT Ha HaTHDHH.

KaTto npenmasna MaApka, npunaranero Ha Exsonepun 1% xpem 1o BpeMe Ha OpeMEHHOCT H KbpMEHE
TpaOBa fa ce m3baTBa.

4.7 Edextn BEpxy cnocofuocTTa 32 modHpaHe H paGoTa ¢ MANIHHAA

Exzopepun 1% kpeM He noBTHARa cNocoOHOCTTA 3a iodHpade H padoTa ¢ MAIHHY.
4.8 Hexenann nexapcTeenn peaknuy

3Ja olieHKa Ha CTPAHHYHHTE e()eKTH Ce H3IOI3BA CIIGAHATA KIACHQHKALHA:
Mpmuoro gecti (=1/10)

Yectu (21/100 go <1/10)

Heuvectn (21/1,000 no <1/100)

Penkn (=1/10,000 ao <1/1,000)

MHoro peaxu (<1/10,000)

C HeM3BECTHA UECTOTA (MeCToTaTa He MOKe Ja 0bjie OLleHeHa OT HANHUHUTE JIaHHH)

Hapymenss Ha KOXATA H HOAKOKHATA TEKaH
C neuzeecmua vecmoma (0T HATMGHHTE JaHHH He MOXKe 1a §ble HanpaBeHa olieH
JEPMaTHT, epureM i



O0mnu HapYWeHUd H CHCTOSHAA HA MACTOTO Ha NPHACKeHHE
C neuzgecmua Yecmoma. yCeHlane 3a CyxoTa, 3a4epBiaBaHe H NapeHe

JlokanHo APa3HCHE KaTO yCeIlaHe 3a CYXO0Ta, 3a4CPBABAHEC H 3aTOILIAHE, MOTraT Aa BB3IHUKHAT B
oraennu ciydan. Hexenanure peakumu ca BHHArs 00paruMe B 0OHKHOBEHO HE H3HCKBAT
TIpEKpaTABAHE Ha JICUCHHETO.

Crofimasane Ha MOO3MPAHH HEXEIaHH PEaKIHH
CoobiiasaHeTo Ha IONO3UPAHE HEXKENAHH PeaKilH CIIe paspeliaraHe 3a ynioTpeda Ha ieKapeTBeHHSA

IPOAYKT € BXHO. TOBA 1103B0/IABa 1a NPOILDKH HaOMIOACHHETO HA CROTHOIIEHHETO TI0J138/PHCK 3a
TeKapcTBEHUS NPOAYKT. OT MeIWIIMHCKHTE CIICTIMATTHCTH ¢ M3HCKBA a Cho0OImaBaTt BesAka
NOA03MpaHa HEKENAaHa peakiMs Ype3 HAllHOHAJIHATA CHCTEMA 34 choOImaBaHe KbM M3nnIHUTETHATA
areHLH|d N0 JIeKapcTearta, yi. ,,JlaMaH Ppyes” Ne 8, 1303 Cogus, Ten.: +35928903417, yebealT:

www.bda.bg.

4.9 Ilpeaosupane

Texko npenosupane ¢ HadTH(UH, NPIUIAraH JIOKAJHO, ¢ MaJIKo BeposTHO. He ce ouaksat #HEOTO-
3acTpallaBaiiM CHTYalldH. CHCTEMHa HHTOKCHKALIHA TP KOXKHO [IPHIOKEHHE Ha HAQTHOHH € MaJKo
BEpOATHA, Thi KaTo abcopOIMaTa Ha AKTHBHOTO BELIECTBO IIPe3 KOXaTa ¢ npeHedpexumo manka. B
cryuaii Ha IIPHEM TIPe3 YCTaTa M0 NOrpellika, ce IPenopbiea NoJXOAAIN0 CHMIITOMATHYHO ACYEHHE.
He e m2pecTeH ciemHHUer aHTHIOT.

5. ®APMAKOJIOTHYHHA CBOMCTBA
5.1 POapMaKkoIHHAMHEIHHE CBOJicTBa
JIpyrH npoTHBOTEOHYHM 32 nokanHo npunoxenue, ATC: DOIAE22

Exzogepun 1% xpem e npeAHasHaveH 3a BRHIIH2 yHOTpeOa ipH reOHYHA HHGEKIHA H CHABPKA
AKTHBHOTO BellecTBO HadTHOHH. HadTHdHH e aKkTHBEH cpelny KOKHH MbOHYKH (AepMaTo(HTH KaTo
Trichophyton, Microsporon u Epidermophyton), npoxau (Candida species, pityriasis versicolor),
nnecenu (Aspergillus species) u ap. (Hanp. Sporothrix schenckii). In vitro HadTHGHH HMa TTABHO
¢$yaruupgeH edekr BEpXy AepmarodurTe H Aspergillus species H, B 3aBHCHMOCT OT 111aMa, TJIABHO
GYHMUIEAHO WM QYHTHCTATHYHO AEHCTBHE CIIPSIMO JPOXKIHTE.

OcBeH aHTHMHKOTHYHA AKTHBHOCT, HAQTHPHH MMa ¥ aHTHOAKTEPHAIHA AKTHBHOCT CPEINY PasiH4HH
Gr(+) 1 Gr(-) MEKpOOPraHH3MH, KOHTO Y€CTO BH3HHKBAT MPH rb0HYHA WHEKIIHH.

OceeH ToBa NpH KIMHAYHATA yriotpeba HagTHHH e nokasan BbTpellHa IPOTHBORE3NAIMTENHA
aKTHBHOCT, KOATO BOJH 0 65p30 06NcKYaBaHe Ha CHMITOMKTE Ha BE3MAlICHHE H 0CO0EHO Ha
chpbeska.

5.2 PapMaAKOKHHETHYHRE CEOHCTRA

Csc cBOfATa ,]1061)3. NCHETpaHA H IRJIT0 MOUTEPKAHS HA AHTHMHKOTHIHH KOHLICHTPAIKH B
paznHYHATS CAOCEC Ha KOXKATa, EKBO,I[GPHII € [IOAXO0AAI 33 JOKATHO MPAICKEHHES BeAHEX THEBHO,

53 IlpeaxknnuAYHA JaAHHH 32 {ezonacHOCT

In vitro npoyvBaHMATa HE 110KA3BaT MyTareHHH edexTy. IIpoyuBanmara Ha pernpo,
TOKCHYHOCT NPH IUTEXOBE H 3aHIly, TpeTHpauy ¢ (nepopaiay) A03H o 150 meTu no-
EKBHBAJICHTHHTE YOBCILIKH J03H HE JARAT KATErOPHYHO AOKA3aTENICTBO, Ye Hadrud

(epTIIHTET WM YBPEKA IUIONA.



6. GAPMAIEBTHYHY JAHHHM

6.1 CHECHLK HA NOMOIHHATE BeIIeCTBa
Hatpuer xuapoxcHn,

CopburaHoB creapat

Hetun manMeTar

LeTinor amkoxomn

CreapiioB ajiKoxon

IMonucopbar 60

I’IBOI'[pOl'lHJIDB MCPHCTAT
Ipeuncrena roga

6.2 HechEBMECTHMOCTH

He ca uzpecTHH.

Exsonepmn He Tpabpa na ce cmecea ¢ APYrH MPOAYKTH 3a BbHIIHA YIIOTpeba, ThH KaTo MOHWKABAHETO
HA KOHLEHTPalMATa Ha AKTHBHOTO BELIECTBO MOXE N]a HRMAITH HErOBATa €(HKACHOCT.

6.3 Cpoxk na roamoct

36 Mecena
Cpox Ha rogHOCT ciiefl ITHPBO OTBapsiHe HA ONAKOBKATa: 4 CeaMHALH.

6.4 Coenpajivg yCJIOBES HA ChXpaHeHHe

Ja ce cexpansea npu Temneparypa noa 30 °C.

6.5 BHA H chAbLPAKAHAE HA ONAKOBKATA

AsrymuHEeBa TyOa ¢ IUTaCTMacoBa Kanavka; 15 g wim 30 g.

6.6 Crenna/ing npeanaHn MepKH NPH HIXBLPJNHe H padoTa

Hama cnenHansy U3HCKBAHHA.

7. TIPHTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

Sandoz GmbH, 10 Biochemiestrasse, 6250 Kundl, Ascrpus

8. HOMEF HA PABPENIEHUETO 3A YIIOTPEBA

Per. No: 20020537

9. JATA HA ITbPBO PAZPENIABAHE/TTIOJHOBSABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

ITepBo paspewasane: 02.07.2002
[Momaossapane: 01.11.2007

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA
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