JIncroBka: undopmanusa 3a norpeduTe s
JAKTAKOPT 20 mg/g/ 10 mg/g kpem

DAKTACORT 20 mg/g / 10 mg/g cream
MHKOHA30JI0B HUTPAT/XUAPOKOPTHU3OH (miconazole nitrate/hydrocortison)

IlpoyeTeTe BHHMATE/IHO HAJIATA JIHCTOBKA NPEAH 12 3aMI04HETE 12 H3M0/13BaTe TOBA JIEKAPCTBO,

ThH KATO TH CbABbPKA BaXkHa 32 Bac nudopmanns.

- 3arnazere Ta3u JMCTOBKA. MOXKE 1a Ce HAJIOXKHM 1a 1 MPOYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOINMBJHUTE/IHH BbIIPOCH, NonuTaiTe Baiuus nekap wiv papMauesT.

- Tosa niexkapcTBO € npeanucaHo Mu4HO Ha Bac. He ro npeorcrenBaiite Ha aApyru xopa. To moxe
J1a UM HaBpeJIH, HE3aBUCHMO Y€ MPU3HALMTE Ha TAXHOTO 3a00/1sBaHe ca ChiMTe KaTo Bamwure.

- AKO MOJIy4YHTe HAKaKBH HE)XXEJIaHH JIEKApCTBEHH peakLvM, yBeaomMere Bauus iekap uiu
¢apmanieBT. ToBa BKJIIOYUBA U BCHYKH Bb3MOXKHHM HEXKEJIAHW pPEeakLiMH, HEOTMCAHH B Ta3H
JUCTOBKA. Brkre Touka 4.
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1. Kaxso npeacraBiaaBa JAKTAKOPT u 3a kakBo ce H3sepdga® V' ... [oviioniiiesinnn

JNAKTAKOPT kpem cbabpka aHTHMHUKOTHYHO JIEKapCTBO (MUKOHA30JIOB HUTPAT) U KOPTUKOCTEPOH/L
(XMPOKOPTH30H) MU C€ U310JI3Ba 3a JIeYeHHe Ha N’bOMYHHU MH(EKLIMM HA KOXKaTa, BKJIOYHTETHO H
TaKWBa, MPEAU3BUKAHU OT JPOXKIH.

JIAKTAKOPT kpeM ce npenopbyBa ¥ B ClIyYauTe ¢ U3BEHO 3a4epBiIBaHE U CbpOeXK.

2. Kakso TpaOBa na 3Haere, npean aa n3noissare JAKTAKOPT

He n3noasBaiite JAKTAKOPT
- aKoO CTe aJIepri4yHd KbM MHUKOHA30JI0B HUTPAT, XMAPOKOPTHU30H, APYTrH NOA0OHH NPOTUBOIrbOMYHH
JIeKapCTBa WJIM KbM HAKOS OT OCTAHAJIUTE ChbCTABKU Ha TOBA JIEKapCTBO (M30pOEHH B TOUKA 6).

- aKO MMaTe KOXXHH BUPYCHHM MH(PEKLMH (Xepnec, BapHliesia, BKIIFOYMTEIHO BAKCHHALMS 3a
Bapuliesia), KAKTO U HAKOW KOXKHH OakTepHasiHi MH(DEKLMH (KOXKHA TyOepKyJ103a).

[IpeaynpexaeHHs H NpeaNa3sHH MePKH
["loBopeTe ¢ Bawus nekap wau dpapmauesTt, npeau aa usnosseare JAKTAKOPT.

Jla ce H305irBa KOHTAKT C OYHTE.
Cebpkere ce ¢ Bawus nekap, ako nojiy4yure 3aMbIJIEHO 3pEHHE WM JAPYTH 3pUTEIIHH HapyLUEHHS.

M3muiiTe BHUMaTeHO pbueTe cu ciea u3non3saHeTo Ha JJAKTAKOPT kpem, ¢ u3kiioueHue Ha
CJIy4yauTe KOraTo JIEKapCTBOTO Ce MpuJiara 3a JIeUeHHe Ha pbLeTe.

U3nosn3BaiiTe OTAEIHH KbpNnH 3a 0aHA U pbLE, 3aLL0TO B IPOTHBEH CJIyYyald pUCKyBaTe
JAPYTH Xopa.

PenoBHO cMEHsIHTE ApexHUTe, BIU3ally B KOHTAKT C MOPA3eHHUTE KOXKHH YHACTbLIH,
C/ly4al UMa OMacHOCT OT MOBTOPHO 3apa3siBaHe.



JAKTAKOPT kpem Moxe Na pean3BUKA TEXKH anepruuHy peakuuu. Bue tpsdsa na 6paere HaacHo
C MPU3HALMTE Ha ATIEPrHYHUTE PEaKkiliH, KOHTO MOraT Aa Bb3HMKHAT ROKATO M3MNOJ3BaTe
JNAKTAKOPT kpem (Bwkre Touka 4).

JAKTAKOPT kpem Moxke oa noBpeaAH HAKOH CHHTETHYHHU ThKkaHH. ClIE0BATENHO CE NPENophYBa
HOCEHETO Ha NaMy4HoO 6€1b0, aKkO TO € B KOHTAKT ChC 3aCEerHaTUTE YYaCTBhLH.

[Mopaau ChABPXKAHHETO HA KOPTHKOCTEporaHa cbeTaBka (xuapokopTusoH) JJIAKTAKOPT kpem He ce
MpenopBLYBa 3a NPOALIDKUTENIHO jeueHre. (el KaTo CHMIITOMHTE Ha Bh3nalieHue (Hamp.
3ayepBsABaHe U CHPOEK) H3UEIHAT, JIEYEHHETO MOXKE Aa NPOABIKH C JIEKAPCTBO, ChIbPKALIO CaMO
aHTUMUKOTHK, BMecTO ¢ JIAKTAKOPT kpem. Cnenpaiite cbBeTHTE Ha Bamius nekap no oTHollleHHe
Ha NPOAb/KUTEIHOCTTA HA JICYCHHUETO.

lena B IOHOMH

[pu neua nedennero ¢ JAKTAKOPT kpem Tpsabea na ce n3pbpuisa nojx phbKOBOACTBOTO Ha
MEJIHLHUHCKHU CNELUATIUCT.

HeoOxoaumo € NMOBHIEHO BHUHMAaHHE NPH NPWIAraHeTo Ha JIEKapCTBOTO BBPXY IOJIEMH Y4acCTBLH,
KAKTO M NOJ OKJIY3UBHH NPEBPBb3KH (BKMIOUHTENHO Gebeinky nenenn), nopagy onacHoCT OT
abcopOLIMA Ha rONAMO KOJIMYECTBO OT IEKapCTBOTO Mpe3 Koxara. Chlo Taka TpaOBa na ce H3barea
HaHacaHeTo BBpXY Juuero. JAKTAKOPT kpeM He ce npenopbusa 3a NpOoALDKUTENHA yrioTpeba npH
neua. Cnen KaTo CUMITTOMUTE Ha Bb3NajicHUE (HAMp. 3auepBsBaHe H ChpOex) HIYE3HAT, JICYCHHETO
MOJKE J1a TIPOABJIKH C NEKapCTBO, CHABPXKALLIO caMO aHTHMHUKOTHK, BMecTO ¢ JJAKTAKOPT xpewm.

[TanueHTR B cTApYeCKAa Bbh3pacT

Jlekapcrea kato JJAKTAKOPT moske Aa NpUUHHAT H3THHABAHE HAa KOXATa, KOraTo C€ H3MOJ3BAaT 34
NPOABIDKHTENECH Nepuos oT BpeMe 6e3 npexbeBaHe. Thi KaTo H3THHABAHETO HA KOXKATA € €CTECTBEHO
ABJIEHHE NPH BL3PACTHUTE, TOBA JleKapcTBO TpAOBa a ce ynoTpedsBa npeanasnuBo 3a He NoBeyYe OT
HAKOJIKO CeIMHLIM ITPH MaluHeHTH B CTapuecKka Bb3pacT. M3nonssaiTe ro Toikosa auiro, Konkoro Bu
€ Kazan BaluuaT nekap.

Hpyra Jexkapcerea H JAKTAKOPT
ITepopantu anmuxoazyaanmu (pa3pexaaild KpbBTa JICKapCTBa): npeau ynorpeba yseaomere Bawmus
nexap wiH ¢apMaleBT, ako NpHeMare JIEKapCcTea, paspeialuyM KpbBTa, KaTo BapdapuH.

Hpyzu nexapcmea: epekTHTE U HEXE/IAHUTE PEaKLIKH Ha APYTH NPEANHCAHH JIEKapCTBa MOrar Ja ce
NOBHIIAT MPU MPUEM C MHKOHA30J1.

Hudopmupaiite Baiiiva nekap win gpapManeBT, ako U3NOM3BAaTE, HACKOPO CTE H3MOI3BATH HIH €
BBH3IMOXCHO J1a U3NOJI3BATE APYTH NEKapCTEAa.

JAKTAKOPT ¢ xpaHa, HANHETKH 8 AJIK0X01
Henpunoxumo.

BpeMeHHOCT, KbpMeHe H PepTHIHTET

Mukonazon - akrusHata cxeraska Ha JIAKTAKOPT kpem ce abcopbupa B MUHUMATHA CTENEH Ot
opraHuaMa cien npwiarade sbpXy koxkara. JAKTAKOPT cuvanpxka U Apyra akTHBHA ChCTaBKa —
KOPTHKOCTEPOHA XHAPOKOTH30H. XHAPOKOPTH3OH ce abcopOHpa B MMHMMAJTHA CTENEH OT OpraHu3Ma
cjie] pUJIaraHe BbPXy KOXKaTa 4 fIpeMHHaBa Mpe3 I1aueHTaTa, KbAETO MOXe 1a OKaKe BIIHAHHE
BBbPXY pa3BUBALLHA c€ ITOA. AKO CTe HpEMEHHA HWIH KbPMHTE, NOCHBETBAHTE ce ¢ Ballivg Jiekap nanu
TpabBa Aa uanosaseare JAKTAKOPT kpem.

I'yMeHH (J1aTeKCOBH) NPOTHBO3AYATHLYHH CPeIACTBA
TpabBa aa W3bArBaTe KOHTAKT MEXIY rYMEHUTE (JIaTEKCOBH) MPOTHBO3a4YaThYHH Cpel AT
npe3epBaTHB WM anadparMa (ryMeHa [naTekcoBa) 11aflka, KOSTO C€ [OCTaBA BbB BIZPAL W.: ﬂ‘v,

JAKTAKOPT. CrcraBkure Ha JAKTAKOPT moxe na nospensat rymara (JlaTekcs
MpeJOTBPATAT eBeHTYyalIHa OPEMEHHOCT WM MONIOBO NpeAaBaHy 3ab0NABaHHA.

Axo cTe OpeMeHHa WK KbpPMUTE, CMATATE, 4€ MOXKE Aa CT¢ OpeMEeHHa WU TUTaHHPRTE @
nochbBeTRaliTe ce ¢ Baliua nekap Win gpapMaueBT npeaM ynorpedaTa Ha TOBa JieKapy




lojpapane n paboTa ¢ MAIMAHAHA
Henpunoxumo.

JAKTAKOPT xpem cpabpxa 30 mg 6eH30eHa kucennHa BbB Bedka Ty0a o1 15 g KpeM, KOUTO ca
eKBMBAJIEHTHH Ha 2 mg/g KpeM.

Bensoerara kucenuHa (E 210) Moxe na npUYHHK JIOKATHO JApa3HEHE.

BenizoeHara kucenuHa (E 210) Moxe aa 3aCUNH CUMITTOMHTE HA XXBJITEHULA (NOXBJITABAHE Ha KOXKAaTa
H OYHMTE) NPH HOBOPOACHHUTE {Ha BBL3IpAcT 10 4 ceamuLa).

Bytwixuapokcuanuson (E 320) Moxe 1a NpUYHHM JIOKAIHH KOXHH peakLiHH (HanpHMep KOHTaKTeH
J€pMaTUT) WIK Apa3HEeHe Ha OYHTE MU JIMTaBULIHTE.

3. Kak aa manomsate JAKTAKOPT

JAKTAKOPT kpem ce HaHacs BbpXYy KOXKaTa €AHH HJIH IBA ILTH AHEBHO.
OreopeTe TyOarTa upes 3aBbpTaHe Ha Kanaukata. [Ipobuiire orBopa Ha TybaTa ¢ noMollTa Ha OCTpaTa
4yacT, HAMHpallla C€ Ha JbHOTO Ha Kanaykara.

UsmuiiTe B noacyinere aoOpe nopaszeHus y4yacTek. Brpuiite kpeMa BHUMATENHO ¢ pbCT. HaHecere
Kpema He caMO BbPXY HH(EKTHpaHUA YYacThK, HO H BLPXY 30HaTa O0KoNo Hero. Crel HaHaCsSHE Ha
KpeMa U3MHHTE BHUMATENHO PBUETE CH, C H3KTIOUYEHHE Ha CITy4anTe, KOraTo JIeKapcTBOTO Ce
M3M0J13B4a 34 JICUEHHE Ha phlieTe. ToBa € MHOrO BaXKHO C Orfien npejanaspane oT UHPEeKTHpaHe Ha
APYTH YYACTBLH OT TAIOTO WK APYrH Xopa.

Cnea kaTo CHMNTOMHTE HA BRE3NAJICHHE U34YE3HAT JIEYCHHETO MOXKE 2 ObAe NPOAB/DKEHO €
JIeKapCTBO, ChABPXKALIO caMO aHTUMHKOTHK, BMecTo ¢ JIAKTAKOPT kpewm.

Jleuenunero ¢ JJAKTAKOPT xpeM IIH C IeKapCTBO, CHABPIKALIO CAMO aHTHMHKOTHK He TpsaOBa 1a ce
cnupa A0 ITbJTHO H34€3BaHE Ha BCHUKY CUMNTOMM (OOMKHOBEHO ciel 2 A0 5 CeIMHULH).

BuHary H3non3Baifte ToBa 1€KApPCTBO TOUHO KakTo By e kasan BawmaT aexkap nii dhapmanepr. Ako
He CTe CUI'YpHH B Helllo, nonuraire Baiuus nexap win ¢papMalesT.

AKO cT¢ H30013BAJIH NoBede oT neobxoaumata 103a JAKTAKOPT

B cnyuaii, yue IJAKTAKOPT kpem ce npunara rno-4eCTo M 3a no-AwnIbl MEPHOA OT MPEANHCAHOTO
MOJKE Ja NMpeau3BUKa JApa3HeHe Ha KoxKaTa. B TO3H ciyuall crnpeTe NpUiaraHeTo Ha Kpema H ce
KOHCYNTHpaHTe ¢ Bawma nexap.

JTAKTAKOPT cpappxa KOpTHKOCTEPOHA ¢ YMEPEHO AeACTBHE. PEIOBHOTO NpEaO3HPaHE HA
KOPTHKOCTEPOHAH MOXE Jla JOBEOE A0 TAKMBA €dEKTH KATO LIHPOKO Pa3NpOCTPAHEHO aKHE U JIECHO
NOCHHABAaHe TIpH yaap. B To3u ciyuaii e Heobxonuma nexapcka KOHCYITalus.

[Tpu cyuaiino nornvinane Ha JAKTAKOPT xpeMm koHcynTupaiite ce ¢ Bamng nekap.

Axo cte nponycHaan aa m3nona3pate JAKTAKOPT
He npunaraiire aproiiHa no3a, 3a na komnexscupare npomycHarata ao3a JAKTAKOPT kpewm.

Ako cte cnpenn ynorpebata Ha JAKTAKOPT

AKO UMAaTeE HAKAKBH AOITLIIHUTEIHH BbIIPOCH, CBBP3aHH ¢ yrorpebara Ha TOBA JIEKAPCTRO, NONUTANTE
Baiusa sekap win gapMauesT.

4, BBb3MOXKHA HEKEJIAHH Peaknuan

KaKkTo BCHUKH JICKapCTBa, TOBA JICKAPCTBO MOXKE [d NPpECAH3IBHKA HEXC/IaHH peakK
BCCKH I'H T10JIYHaBa.

[Tpn neuenne ¢ JJAKTAKOPT kpeM ca cpoOLIaBaHH TEXKKH anepryiyHy peakL
TeXKa a¢pruyHa peakiiMa MOTAaT J1a BIIIOYBAT:




- OTOK Ha JIHUETO, YCTHUTE, YCTaTa, €31Ka WITH IbpJoTo

- 3aTPYAHEHO NPETIBLIAHE WIK AUllIaHe

- crpbsm oOpuB (ypTUKAPHUS).

Cnpere npuema Ha JIAKTAKOPT kpem o He3abaBHO nmoTepceTe CnelliHa MEAHIMHCKA MTOMOILL, aKo
3abeIeXXHTE WIH NMOJO3HPATE NOABATa Ha HAKOA OT MOpEONMCAHUTE HEXKETaHH peaKLHH.

Jpyru Hexxenaum peakuuy, Habmopapanu npu ynotpebara Ha JIAKTAKOPT xpem, ca n3bpoenn no-
A0y

HewecTn (Moxe na sacersar ao | Ha 100 nymin):
- pa3ApPasHUTENHOCT

- KOXHO Jpa3HCHE

- yCCUIAHE 3a MapeHe Ha KoXKaTa

- crpbex

- YPTHKApHUA.

C HeH3BeCTHA YecTOTA (OT HATHYHHUTE JAHHU He MOxXke 1a Obae HanpaBeHA OLIEHKA)
- anepruueH oOpMB MO KOXKATa, NPHYHHEH OT KOHTAKT C KOXKaTa

- 3aMBINIEHO 3PCHHE

- oOpuB o Koxara

- npobneM Ha MAcTOTO Ha npuioxenue Ha JAKTAKOPT kpem

- 3aYCPBABAHC HA KOXaTa

- Bb3MAJICHHE HA KOXKaTa

- CBETJIH IIETHA M0 KOXKATa.

Cro0maBaHe HA HeXKeJIAHH PeAKNHHA

AKO MOJIyUHTE HAKAKBH HEXeJIaHH JIEKAPCTBEHU peakliuK, yseaomMere Baluusa nekap wiH apMmaLesT.
ToBa BKIIOUB2 BCHUKH Ph3MOXXHH HEOTNHCAHH B Ta3M JINCTOBKA HEXEAHU peakLMK. MoxeTe ChLIo 1a
CHOOINTE HEXKENAHH PEAKLUMH AUPEKTHO Ype3 HALIHOHAITHATA CHCTEMA 34 ChOOLLaBaHe B:
HM3neiHWTENHA areHLMs 1o JIeKapcTeara

yi. ,,Jdamss I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcanT: www.bda.bg

Kato chobLaBaTe HeXeTaHU PeakLdK, MOXKETE Aa AaAeTe CBOA MPHHOC 3a M0JyYaBaHE HA MOBEYE
WHPOpMaLMA OTHOCHO 6€30MacHOCTTa Ha TOBa JIEKAPCTBO.

5. Kak na esxpanaaBate JAKTAKOPT
Jla ce cexpaHsBa Ha MSCTO, HEIOCTBITHO 32 JeLa.

Tla ce cvxpauaa B xjnaaunHuk (2°C po 8°C), BuHaru nobpe 3aTBopeH.
I1la He ce 3aMpa3siea.
Cpok Ha roHOCT cliel] IThPBO OTBApAHE Ha ONAKOBKaTa: 3 Mecela.

HBK&D-CTBDT O MOX€E Ja CC CbXpaHsABa CaMO 3a ONPpEAC/IEH MIEPHO OT BpEME.
He u3nonsBaiTe TOBA JICKAPCTBO CJICA CPpOKa Ha roaHoCT, otbensA3an BEPXY KApTOHCHATA ONAaKOBKa.
CPOK']:T Ha roJHOCT OTTOBapA Ha NOCJACAHHA ACH OT MNOCOYCHHA MCCCL.

He w3non3saiite ToBa nekapcTBO ako 3a0eexHTe BUAMMH OeNe3n Ha HapYLLAaBaHEe Ha KAug
NpOAYKTA.

He u3xpupnsiiTe NeKapeTBaTa B KAHANW3AIMATa WIH B KOHTEWHEpa 3a AOMaLIHH 7
[TonuTaiite Bamua papmMauesT Kak Aa U3XBBPIIATE JIEKAPCTBATA, KOMTO BEYE HE
MEPKH LIE CIIOMOTHAT 33 OMa3BaHE Ha OKONHaTa cpeja.




6. ChAbpKaHHE HA OBAKOBKATA M JONbLJIHATENHA HHpOpMADHY
Kaxpo cpappxa JAKTAKOPT

- AKTHBHHTE BellleCTBa ca:
MHKOHA30M10B HUTpaT

XHAPOKOPTH30H

- Jpyrure cbCTaBKH ca:

beH3oeHa kucenuHa (E210)

oyrunxuapokcuannson (E320)

OUHATPHEB €1ETAT

napaduH, Te4eH

0JIEOHJIOBH MAKpOTrONrHLEPHAM

PEG-6 (1) PEG-32 (1) rnMxon creapaTnpedncTEéHa BOAa

Kak m3rjexaa JAKTAKOPT r kakBo ¢bLADpXKA ONAKOBKATA

JAKTAKOPT kpem ce npemiara B TyOu no 15 rpaMa u Bceku rpaM OT Hero cbabpka 20 mg
MHKOHAa30/10B HUTpaT U 10 mg XUAPOKOPTH3OH.

IIpATeXKATE) HA PA3PEIICHEETO 32 YHOTpeda

McNeil Healthcare (Ireland) Ltd.
Offices 5-7

Block 5

High Street

Tallaght

Dublin 24

D24 YK8N

Npnangus

IIponzBoanTe

Janssen Pharmaceutica N.V.,
Tumhoutseweg 30,

2340 Beerse,

benrus

JINTL Consumer Health (France) SAS
Domaine de Maigremont
Val de Reuil 27100
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JaTa HA MOCJIEAHA PeAAKOMSA HA JIHCTOBKATA

08/2025




