KPATKA XAPAKTEPHCTHKA HA DPQMIA

Lr.ﬂﬁflﬁ vr1cih ATEHLAR [0 NEKAPCTBATA

Kpamxa NApAKMEpUOMUKa

1. MME HA JEKAPCTBEHMA IIPOAYKT

. Kpit Pez. Ve ... 2 eveverersoi¥hos o J0
Ex3onepun 1% kpem |
Exoderil 1% cream | 1 PaapeweHue Ne ..
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2. KAYECTBEH H KOJIMIECTBEH CHCTAB

1 gebanpka: 10 mg nadradrnoB xuapoxnopux (naftifine hydrochloride)
10 mg Genznnor ankoxoin (benzyl alcoholol)

3a MeAHMA CITHCEHK Ha OMOIIHMTE BEIleCTBa, BUKTe Touka 6.1.

3. JEKAPCTBEHA ®0OPMA

bsan KpeM, c IM1agKa HIH 1eKO IPaHyIHpaHa TEKCTYpa.

4. KIHHHAYHHA JAHHHA
4.1 TepanesTEYRN HOKAZAHNT

3a neyeHHe Ha: |
- re0OMYHY HHEKIMH Ha KOXKAaTa WIH KOXKHHTE I'BHKH (tinea corporis, tinea inguinalis)
- MHKO3H IO pPBLIETE H KpakaTa (tinea manus, tinea pedis)
- re0OMYHE HHOEKIMH Ha HOKTHTE (OHHXOMHKO3H )
- Candida vudexnyH Ha KOMaTa

- Pityriasis versicolor
- BBHINANMTENHNA ASPMATOMUKO3M (C Wi 6e3 copbex)

4.2 JO03BApoOBKA H HAYHH HA NPHIOKEHHE

O3HPOBKA
Exzoneprn 1% Kpem ce npunara BeaAHBX AHEBHO BBPXY 3acerHarata objact u okono Hed. Tasm
obnact Tpabea na Obae NOYKMCTEHA H NOACYIIEHA BHHMATEMHO NPEAM J1a C€ HAHECE KpeMa.

TpONBIKHTERHOCT Ha ICYEHHETO
Jlegennero ¢ Ex3oacpuit TpabBa Aa MPOABILKH IIPH CHINATA 034 NOHE ABS CEAMHIIH cnen npeMaxnaHe

Ha HH(EKUINATA, 32 Ja Ce NPENOTBPaTH PELHIMB.
AKO He ce HabmoaBa KIHHHYHO nogobpenre B paMkuTe Ha 4 ceaMHIY, JedeHHeTo Tpabpa Ja 6bae
npepasrieHaHo.

- HauWH Ha NpWIoKEeHHE
3a npunaraHe BpPXY KOXKaTa HJIH HOKTHTE.

IlennatpydHa nonyaanus
BesomacHocTTa H euKkacHOCTTa Ha HadTH(UH NpH Aeua 1 JoHOMmH nofl 18 roxuHy He ca -z,
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. ycraHOBeHH. HaMa JOCTATHYHO HATHYHH AaHHH.

[MatmenTy ¢ HapyeHa Ge6peuna WK uepuonpolna byHKimg

He e HeoOx0auMO KODHTHpaHe Ha J03aTa.




[Tansenture Tpabea Aa Obaar uuGopMupany 3a o0ruaiiHKTe XUTUCHHY MepkH 3a M304rpate Ha
H3TOYHMLIMTE Ha HHPEKIHA ¥ PeMH(DCKLIA.

4.3 IIporEBOnOKAIAHAN

CBpBXIYBCTBHTENIHOCT KbM HaPTHPUH HJIH KBM HAKOE OT [IOMOIHHTE BELIECTBA, OMMCAHH B TOYKA
6.1..

4.4 CuenHanun OpeAynpexieHds H HpeINA3HA MEPKH OPH yHoTpeda
[Tpu ynorpeba na Ex3onepun 1% xpeM Tpadpa Aa ce H304rBa KOHTaKT ¢ OUHTE HIH JIHTABHIIMTE.
4.5 BiaaMopaeiicTBHe ¢ APYIrH J¢KAPCTECHH NPOAYKTH H APYrE $opMu HA B3aEMoAcHcTBHE

He ca n3BecTHH.
4.6 PepTRIRTET, OpeMeHHOCT B KbpMeHe

Depmunumem
He ca nposexaaHl Ipoy4YBaHHA 33 YCTaHOBABAHE Ha BIHAHKMETO Ha Ex3onepun 1% kpem BBpXy

depTIUIHTETA.

bpemennocm u xopmene -

OnuteT ¢ ynorpebara Ha HadTHHH NpH OpeMEHHH »eHH € MHOro orpaHuyeH. [Ipoyusannara ¢
JKHBOTHH He INOKa3BaT [IPEKH WIH KOCBCHH BpeIHH e()eKTH, CBBP3aHH ¢ PEIPOAYKTHBHA TOKCHYHOCT.
[Ipr DpapHnHO TIPWIOXKEHHE HE CEe OYaKBa TO3H JIEKAPCTBeH MPOAYKT da MoBause (eTyca HIH
HoBOpoaeHoTO. IIpoyvBaHms Ha TEPATOreHHOCT HE HOKa3BaT eMOpHOTOKCHYEH e(PeKT Ha HahTHRHH.

Kato npeanasna mapka, npwiaradero Ha Exzonepwn 1% xpem no Bpeme Ha OpeMEHHOCT H KbPMEHE
TpaOBa Aa ce u30ATBA. -

4.7 EjpexTH BLpXy croco0HOCTT2 32 modEpaHe H patora ¢ MAIMHEH

Ex3onepuin 1% kpem He nmornusaea ciiocobHOCTTA 3a modHpaHe H padota ¢ MalnHuHH.

4.8 Hexesiann JeKapcTBeHH PeaKlHA

3a OLIeHKA HA CTpaHWYHHTE €(PeKTH Ce U3IIOI3Ba CICAHATA KTaCAQHKAIHS:

Muoro vectu (21/10)

Yectn (21/100 no <1/10)

Heuectn (21/1,000 go <1/100)

Penxu (21/10,000 g0 <1/1,000)

Muoro penxu (<1/10,000)

C HeM3BeCTHA 4eCTOTA (MEeCTOTATA HEe MOXe Na ObJle OLleHeHa OT HATHYHHUTE JaHHH)

O06mu napymeHns ¥ CbCTOSHES HA MACTOTO HA NpRJICKEHHE
C neuseecmna yecmoma: ycellase 3a Cyxora, 3a9epBABaHE U [IapeHe

JIOKaMHO Apa3HEHE KaTO yeellaHe 3a CyXO0Ta, 3a4EpBABAHE H 3aTOIUIAHE, MOTaT Ja Bb3HHKHAT B
OTHAC/IHY ciyvad. HexxenaHnuTe peakuiH ca BHHard o0paTimMi 1 OOMKHOBEHO He U3HCKBAT
NIpeKpaTIABaHe Ha ICYCHHETO. |

CrobluaBane Ha NOIO3UPAHH HesKeJJaHH PeakIHH ;
Cmﬁmanaﬂe'ro Ha NOAO3HpaHH HEeXKEMaHH PeakLHH il paspeliaBane 3a ynorpeba j




MOA03HpaHa HeXXeJlaHa peakuns dpes HAIHOHATHATA CHCTEMA 34 ChOOIIaBaHe KbM H3nbIHATeHATE
areHums 10 aeKapcrsara, yau. ,Jdaman I'pyes” Ne 8, 1303 Codm, Ten.: +35928903417, yedcaHr:
www . bda.bg.

4.9  Ilpenosnpane

Texxko npeno3supane ¢ HadTH(UH, NIPUIAraH JJOKATHO, € MaJIkO BepoATHO. He ce ouakBaTt JKHBOTO-
3acTpaumiapaniy cutyauui. CHCTeMHa MHTOKCHKAIMA NPH JIOKATHO npuinoxenue Ha Exsonepun 1%
KpeM € MaJIKO BEPOATHA, Thil KaTo abcopbiuaTa Ha aKTHBHOTO BEIIECTBO Npe3 KoXKaTa €

IpeHeO peKHMO MaJIKa.

5. $APMAKOJIOTHYAA CBOACTBA

3.1 DapMaKoAHHAMHAYHNA CBOlCTBA
Apyru npotHBorsOHYHH 32 JIoKanHO npiaoxeHne, ATC: DO1AE22

Ex3onepunl% KpeM e npeaHasHayeH 34 BbHUIHA yriorpela npd re0HuHa HHQEKUHA H ChIbpKa
akTUBHOTO BemecTso HahTHuH. HadTudun e akTureH cpemy KOxKHH I'bOHUKH (IepMATOPHTH KATO
Trichophyton, Microsporon u Epidermophyton), npoxan (Candida species, pityriasis versicolor),
wieceHu (Aspergillus species) ¥ ap. (nanp. Sporothrix schenckii). In vitro HadTudum ¥Ma rnasHo
¢pyHruHacH edeKT BrpXY nepMarodutuTe 4 Aspergillus species i, B 3aBUCHMOCT OT 1[aMa, I71aBHO
OYHTHIHAHO KM QYHIACTaTHYHO OeHCTBHE CIIPAMO OQPOKIHTE.

OcBeH aHTUMHMKOTHYHA AKTHBHOCT, HaPpTH(HH HMa H aHTHOAKTEPHATHA AKTHBHOCT CPEINy pa3THIHH
Gr(+) u Gr(-) MEKPOOpPraHH3MH, KOHTO Y€CTO Bh3HHKBAT IPH I’bOHYHN HHEKIHH.

OcBeH TOBa TIpH KJIMHMYHATA ynotpeta HadpTudHH e noKaszan PhTPEIIHA IPOTHBORLINATHTEIHA
AKTHBHOCT, KOATO BOAH A0 Gbp30 00leKyaBane Ha CHMITTOMHTE Ha Bb3[aleHHE H 0COOCHO Ha
cHpOexa.

8.2 PapMaKOKEBCTHYHHE CBOlicTRA

Crc cBodTa m0oGpa neHeTpamd H IBJIro NOATbPKAHE HA AHTHMHKOTHYHH KOHIICHTPALHH B
Pa3IMYHHUTE CIIOEBE Ha KOXaTa, EX30epHIT € MOAXOAAIL 3a JIOKATHO NPHIOKEHHE BEIHBXK JHEBHO.

53  Ilpeak HHHYHH JaHHH 33 ﬁe:;oﬁacnocr

In vitro npoyuBaHuATa HE NOKa3BaT MyTarcHHH edekTi. IIpoyusannaTa Ha penpogyKTHRHATA
TOKCHYHOCT NP IABXOBE | 3aiil, TpeTHpanu ¢ (nepopaan) 034 20 150 MeTH no-rofiemMu oT
¢KBUBAJICHTHHTE YOBCLIKH J03H HE AABAT KATErOPHIHO JOKA3ATEINCTEO, ye HadTHHH MOBIIHABA
@epmmera WM YBPEKIa [U10Ja.

6. G®APMAIEBTAYHI TAHHHA

6.1 CoHchbK HA HOMOIMHHETE BeIeCTBA

HaTpueB Xuapoxcua
CopbGuraHOB cTeapar
LleTtAn namvurat
IleTwioB ankoxon
CreapHioB ankoxon
ITonucopbar 60 | |
Hzonponniaos mepucTar | |




[IpeuncTeHa Boaa

6.2 HechbBMeCTHMOCTH

He ca u3BecTHH.

Ex3oaeput He TpAOBa 1a ce cMeCBa ¢ IPYTH NPOAYKTH 3a BbHIIHa yrioTpeba, Thi KATO NOHHKABAHETO
Ha KOHLEHTPALHATA Ha aKTHBHOTO BELIECTBO MOXKE 13 HAMAJIM HeToBaTa epHKaCHOCT.

6.3 Cpok Ha rogaocT

36 Mecena
CpoOK Ha rOHOCT C/IeA ITBPBO OTBAPAHE HAa OMAaKOBKaTa: 4 CEIMHLIH.

6.4  CoenmajHH ycJOBHE HA ChXpAHECHHE

Ha ce cpxpansapa npu temneparypa nox 30 °C.

6.5 Baa u chABpxaHEE HA OHAKOBKATA

AnyMunuesa TyOa ¢ nacTMacosa Kanadka; 15 g unu 30 g.

6.6 Coenganad npeAnasHa Mepxﬁ npH ﬁsxn'bpunne H paﬁora

HaMa crnienHaTHH H3UCKBaHHA.

7. IPHTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Sandoz GmbH, 10 Biochemiestrasse, 6250 Kundl, Apctpus

8. HOMEP HA PA3SPEINIEHHETO 3A YIIOTPEBA

20020537

9. JATA HA ITHPBO PASPEIMTABAHE/TIOJHOBSIBAHE HA PASPEIIIEHHETO 3A
YINOTPEBA |

[Tspeo paspemapane - 02.07.2002
IloanoesBane — 01.11.2007

10. JIATA HA AKTYAJIM3HPAHE HA TEKCTA

04/2016




