JlucToBKa: HHpopMauHA 32 NOTpeduTeNA
JAKTAKOPT 20 mg/g / 10 mg/g xpem

DAKTACORT 20 mg/g / 10 mg/g cream
MHKOHA30/I0B HHTPAT/XUAPOKOPTH3OH (miconazole nitrate/hydrocortison)

[IpoueTeTe BHHMATENHO UAJIATA JNUCTOBKA NPEAH N4 3aN0YHETE Aa H3M0A3BATEe TOBA JIEKAPCTBO,

Thil KaTo TH ChABPXKA BaXHAa 3a Bac undopmauna.

- 3anazete Ta3u nucToBKa. MoJe fla ce HalIOXH [1a & MPoYETETE OTHOBO.

- AKO MMAaTe HAKAKBY JOMbIHHTEIHH BIPOCH, nonuTaite Bawus nekap wiu ¢papmauesT.

- Toea nekapcTBo € npeanHcano nuuHo Ha Bac. He ro npeorcrbneaite Ha Apyru xopa. To Moxe
Ia UM HaBPEIH, HE3aBUCHUMO He MPH3HALMTE HA TAXHOTO 3abonsBaHe ca cuuMTe KaTo Bawure,

- AKO NONYYUTE HAKAKBY HEXKENIAHH ICKApCTBEHH PEaKlny, yeeaoMeTe Balina aekap Wiu
¢apmauenT. ToBa BKIOYBA K BCHYKH BB3MOXKHH HEXEMAHH PEaKIIHH, HEOITHCAHH B Ta3H

nucToBKa. Biokte To4ka 4.

B 1431 JHCTOBKA:

1. Kakso npeacrarnaea JAKTAKOPT kpem u 3a kakso ce uziiBEBLITHNTENMNA AIEHLINA N0 BEXKAPCTBATA
2. Kakso Tpa6sa 1a 3Haete, npenu aa usnonssare JAKTA KORLFEEE - Mocacwense 2
3. Kak na w3nonseate JJAKTAKOPT kpem
4, B13MOXKHH HEXENaHW peaKLHH Kbt Po2. M _ADED‘D%SHE"
5. Kaxk na cwxxpanaBate JJAKTAKOPT xpem P 2064/ —
6. CoabpiKaHue Ha OMaKoBKaTa ¥ ZONBIHUTENHA HHPOopMalIuE e 5- 28 5 .0 -12- mni:
L. BT S
1. Kaxso npeacrasassa JAKTAKOPT u 3a Kakpo ce H3N0] —

OAKTAKOPT kpeM chabpika aHTUMHKOTHUHO IEKAPCTBO (MHKOHA30/I0B HUTPAT) H KOPTHKOCTEPOUL
{XMIPOKOPTH3OH) M CE H3MOJI3Ba 3a JieueHHe Ha MbOMUHH HHDEKLUHH Ha KOXATa, BKINIOYUTEHO U

TaKHBa, NpeAN3BUKAHU OT APOXIH.
JAKTAKOPT kpem ce npenopbyBa U B CTy4auTe € H3ABCHO 3a4EPBABAHE H ChpOexK.

2. Kaxso rpaésa ga 3naerte, npenn aa v3noassare JAKTAKOPT

He nanonzsaiite JAKTAKOPT

- KO CTe aJlepru4H¥ KbM MHKOHA30/I0B HHUTpAT, XHAPOKOPTH3OH, APYTH NMOJOOHH NPOTUBOTBOHYHH
NleKapcTBa WM KbM HAKOS OT OCTAHAIMTE CbCTABKM Ha TOBA JIEKAPCTBO (M3DPOEHH B TOUKa 6).

- aKO HMAaTe KOKHH BHPYCHH HH(PEKUMH (Xepriec, BapHLUEIa, BKMIOYHUTETHO BAKCHHALHKA 33
BapHLIENAa), KAKTO U HAKOU KOXKHH OakTepHanHi HHPeKUKH (KoxkHa TyOepKynosa).

[IpesynpexacHud ¥ MpeaAna3HH MepPKH
["oBopeTe ¢ Bamus nexap unu papmauert, npean aa usnonseate JAKTAKOPT.

Jla ce H308rBa KOHTAKT € OYHTE.
Cabpxete ce ¢ Bamus nekap, ako NoiyuHTe 3aMbr/IEHO 3peHHUe WK APYTH 3pHTENHH HapyLIEHHA.

H3muiiTe BUUMaTenHo psuete cu caea unonieaneto Ha JAKTAKOPT kpem, ¢ u3kinoueHue Ha
CIIYYaHUTE KOTaTo JIEKapCTBOTO CE [pMiara 3a JieueHHe Ha pbuUeTe.

ApYTH Xopa.
PenoBHo cMeHAHTe ApexuTe, BAK3ALIM B KOHTAKT ¢ NOPAa3eHUTE KOXKHHA YHacThUM, 3alll

CJT}"‘IEFI HMa OMMaCHOCT OT NOBTOPHO 3apa3ABaHC.




IHAKTAKOPT kpem mMoxe aa npeau3BHKa TEXKH AIEPruyHH peakuuy. Bue tpabea 1a 6baere HascHoO
C MPHU3HALKTE Ha ANEPrUYHHTE PpeaKkLUWH, KOMTO MOrar a Bb3HMKHAT N0KATO H3MN0J/13BATe
INAKTAKOPT kpem (Bikre TOUKS 4).

JAKTAKOPT kpem Moxe Aa nOBpeaAH HAKOM CHHTETHYHH ThbKaHU. Ce0BaTENHO CE Npenopb4Ba
HOCEHETO Ha NaMy4Ho 0enbo, aKO TO € B KOHTAKT ChC 3aCErHATHUTE YYacThIlH.

[Mopanu ChABPXKAHMETO HA KOPTUKOCTEPOKOHA cheTarka (xuapokopTtudoH) JAKTAKOPT kpem He ce
npenopb4Ba 3a NPOALIDKHTERHO NleueHHe. Crea KaTo CUMITTOMHMTE Ha Bb3inancHue (Hamnp.
3ayepBaBaHe U Cbp0ek) H3YEIHAT, NEYEHHETO MOXKE 3 MPOABIDKH C JIEKAPCTBO, ChABPKALLO CaMo
auTHMHKOTHK, BMecTO ¢ JIAKTAKOPT kpem. Cnenpaiite cbBeTHTe Ha Baluya nekap no oTHOWEHNE
Ha MPOABJDKHUTENHOCTTA HA IEYEHHETO.

lena n 1OROIIH

[Tpu neua neyernreto ¢ JAKTAKOPT kpem Tpsabsa aa ce H3BBHPLIBA FIOR PLKOBOACTBOTO Ha
MEAULKHCKH CREUNANUCT.

Heobxonumo e nosuilieHO BHHMAHHKE MPH NPHIATAHETO HA NEKApPCTBOTO BhPXY MONEMH YYaCTBbLUM,
KaKTO W MO OKMTY3MBHH NPeBPb3KH { BKJIKOYUTETHO OeOewKY nenexu), nopaay onacHocT ot
abcopbLUMA Ha roJaMo KOTHYECTBO OT JIEKApCTBOTO Npe3 Koxarta. Cbluo Taka Tpabsa na ce u3barea
nHaHacaHeTo BupXY nuuero. JAKTAKOPT kpem He ce npenopbusa 3a MpoAbLIKUTENHA YyNOoTpebda npu
geua. Cnen Kato CHMNTOMHTE Ha Bb3MaJICHHE (HAMP. 3aUepBABAHE H ChPOEK) HIYEIHAT, ICYEHHETO
MOK€E 13 NPOABIKHU C IEKApCTBO, ChAbpKalIo caMo aHTUMUKOTHK, BMecTo ¢ JIAKTAKOPT kpem.

[launenTn B cTapyecKa BbIpACT

Jlexapctpa kato JTJAKTAKOPT moxe na npuyMHAT N3THHABAHE HA KOXAaTa, KOraTo C€ H3MOA3BaT 3a
MPOAb/DKUTENEH NEPHOI OT BpeMe 0e3 npexbepaHe. Tbi KaTo HITHHABAHETO HA KOXKATa € €CTECTBEHO
SIB/ICHHE NIPH BB3PACTHHTE, TOBA NIEKAPCTBO TPAOBA Ia ce yrnotpedsBa Npeanasiiveo 3a HE rnoseye ot
HAKOIIKO CEAMHLIH NPpH MallHEHTH B cTapuyecka Bb3pacT. M3non3eaiTe ro TonKoBa Zwaro, Konxkoro Bu
¢ kaszan Bawust nexap.

Apyrn aexaperea H JAKTAKOPT
[Tepopannu anmuxoazysanmu (pa3pexialld KpbBTa JIEKapCTBa): mpeau ynorpeba yseaomere Bamnsa
nekap Wiy $papMaLeBT, aKO [PHEMATE JICKAPCTBa, pasdpexialliy KpbBTa, KaTo BapapHH.

Hpyeu nrexapcmea: epeKTHTE W HEXENAHHTE PEaKLIWK Ha APYTH MPEANUCAHH JICKAPCTBA MOraT Aa ce
MOBHILIAT NMPH MPHEM C MHKOHA3O.

Hudopmupaiite Bawiua nexap win gpapMauLeBT, ako W3NOA3BATE, HACKOPO CTE H3MOM3BANHN KIIH €
BH3IMOXKHO 1a U3MOA3RATE APYrH IeKapCcTBa.

JAKTAKOPT c xpana, HAanHTKH H a1K0X01
Henpunoxumo.

BpeMeHHOCT, KbpMeHE H GepPTHANTET

Mikonazon - akTuBHata ¢cbeTaBka Ha JAKTAKOPT kpem ce abcopbupa B MUHHUMAITHA CTEMNEH OT
opraHu3mMa ciea npunarase Bupxy kokarta. JJAKTAKOPT cwaspxka n apyra akTusHa cbCTaBKa —
KOPTHKOCTEPOHAA XHAPOXOTH30OH. XHAPOKOPTH3OH ce abcopbupa B MUHMMANHa CTENEH OT OpraHu3Ma
cren npynaraHe BhpXy KOXaTa U NPeMUMHARA NPe3 1AaLEHTaTa, KbAETO MOXKE 14 OKaXKe BIIHAHHE
BLPXY pa3BHBALUUA ce mnoa. Ako cTe OpeMeHHa WK KbPMUTE, NOCHLBETBATE ce ¢ Bawuua nexkap nanu
Tpabea na uanonssare JAKTAKOPT kpewm.

'yMeHR (1aTEKCOBH) MPOTHBO3349aThYHH CPEACTBA

Tpsabpa na 30AreaTe KOHTAKT MEXIY MYMEHUTE (JIATEKCOBH) [IPOTHBO3a4aTbh4yHHU CPEACTBA KaTo

npe3epBaTHB WK AHadparMa (ryMeHa [J1aTekcoBa] Liarika, KOATO Ce MocTaBa BbB BAaraavleTo) H

HAKTAKOPT. Cxcrasxkute Ha JJAKTAKOPT moxe na nogpeasTt rymara (J1latekca) ¥ TaK m“\
\,




Llodupane 1 paboTa ¢ MAIMHA
Henpunoxumo.

JAKTAKOPT kpem cuoabpxa 30 mg OeH3oeHa KMCEHHA BbB BCAKa TyDa oT 15 g xpeM, KOUTO ca
eKBHBAJIGHTHH HA 2 mg/g KpeM.

benzoenata kucennua (E 210) moxe aa npuuHHM TIOKATHO Apa3HEHE.

bensoenara kucenua (E 210) Moxe ga 3acMnyv CUMIITOMHTE HA XbATEHHLA ((10>XKBATABAHE HA KOXATA
M OMHTE) IpH HOBOPOAECHUTE (HA BB3pACT 00 4 ceaMHLUa).

Bytumxuapoxcuanuson (E 320) Mmoxe aa npyUMHH JOKaTHH KOXKHHU peaKUUH (HanpUMep KOHTaKTEH
AepMaTHT) WK IPa3HEHE HA OYUTE W JIMFABHLUMHTE.

3. Kax n1a n3nonisate JAKTAKOPT

JAKTAKOPT kpem ce HaHacs BBEPXY KOXKATa €AHH HAH ABA NBTH AHEBHO.
OTBopete Ty0aTa ype3 3aBbpTaHe Ha kana4dkara. [lpobuiite oTBopa Ha TyDaTa c NOMOLUTA HA OCTpaTa
4acT, HAMHpaLlla ¢€ Ha ABHOTO HAa Karna4kara.

HUamuiiTe u noacyiueTte nobpe nopaieHusa yuactbk. Brpuiite kpema sHumMaTtenHo ¢ npbeT. Hanecere
KpeMa He CaMO BbPXY HHPEKTHPAHHSA YYacTbK, HO M BLPXY 30HATa 0K070 Hero. Crieql HaHacsaHe Ha
KpeMa W3MHiTTe BHUMATETHO PBLETE CH, C HIKIKOHEHNE Ha CITy4auTe, KOraTo JIEKapCTBOTO Ce
H3MOJI3BA 34 JIeYEHHE Ha phleTe. TOBa € MHOrO BaXHO € OrJjie/l NpeaAna3BaHe 0T HHPEKTUPaHe Ha
APYTH YYaCTBLUH OT TANOTO HITH APYTH XOpa.

Cien KaTo CUMIITOMHTE Ha BB3NATECHHE H3UE3HAT JIEYEHUETO MOXKe A3 ObAe MPoaBNXKEHO C
eKapcTBO, ChABPXallo caMo aHTHMHUKOTHK, BMecTO € JAKTAKOPT xpem.
Jleuenmeto ¢ JJAKTAKOPT kpeM UM ¢ nekapcTBo, ChbABRPKALLO CaM0 aHTHMHKOTHK He TpabBa na ce

CriMpa 40 NbJIHO W34€3BaHE HA BCHYKH CHMIITOMH (0OHKHOBEHO cnel 2 10 5 CEAMHLH).

BuHaru M3nosn3paiiTe TOBa EKAPCTBO TOMHO KakTo Bu e ka3zan Bawuar nekap unu gapmauesT. AKo
HE CTe CHT'YPHH B Helwo, nonyTaiite Bawuua nekap win ¢papMatiesr.

AKO CT€ HINO.13B3JIH MoBeYe oT HeoOxoaumaTta no3a JAKTAKOPT

B cnyuaii, ye JAKTAKOPT kpem ce npunara no-4€cTo H 3a NO-AbJbI IEPUOT OT NIPEANTHCAHOTO
MOXe J1a Mpead3BUKa Apa3HEHE Ha KoKata. B TO3H cimyuad crnpere NpunaraHeTo Ha Kpema u ce
KoHcynTUpaiite ¢ Bawmus nekap.

JAKTAKOPT chabpxa KOpTHKOCTEPOMA ¢ YMepeHo aeicTBue. Pe1oBHOTO npeao3npaHe Ha
KOPTHKOCTEPOUAH MOXKE Aa JOBeAe A0 TaKUBa e(PeKTH KaTo LUHPOKO PasnpOCTPAHEHO aKHE M JIECHO

nocHHABaHe NpH yaap. B To3u cayuaii e Heobxonuma fekapcka KOHCY/ITaluUA.
[Tpu cnyuaitno norasuiane Ha JAKTAKOPT xpem koHcyaTupaiire ce ¢ Baiuus nekap.

AKo cTe nponycHanu aa uanogaisate JAKTAKOPT
He npunaraiite nBoitHa no3a, 3a 1a koMmneHcuparte npomnycHaraTta 1o3a JAKTAKOPT kpewm.

Axo cTe cnpeaH ynorpedbara na JAKTAKOPT
AKO HMATe HAKAKBH OOMLJIHUTENHH BRIIPOCH, CBbP3aHH C ynoTpedaTta HA TOBA NeKapCTB0, NONUTANTE
Baiuusa nekap v papMalesT.

4. Bn3MOXHH HeXKeNaHH pPeaKUHH

BCEKH T'H M0JTy4asa.

Hpu neyenne c JAKTAKOPT kpem ca cpobiapaty TEXKH aJIEpru4Hy peakuuu. [p
TEXKa aJIeprHdHa peakLHa MOTAT Ja BIIKOYBAT:




- OTOK Ha JIMUETO, YCTHHUTE, yCTaTa, €3UKa WIH MbplIoTO
- 3aTPY/AHEHO NperabLUaHe RIH OULIaHe

- cbpOsaLL 00puR (YpTHKAPHA).

Cnpete npuema Ha JAKTAKOPT xpem H He3a0aBHO MOTBPCETE CNEWIHA METHUMHCKA [IOMOLL, aKO
3a0eneXnTe UK NOAO3UPATE MOABATA HA HAKOA OT MOPEONUCAHUTE HEXKENAHU PEAKLIHH.

Hpyry Hexenanu peakuuy, Habmogasanu npu ynorpedara Ha JJAKTAKOPT kpem, ca uibpoenu no-
AOMY:

HeuecTn (MOxe na zacertdar a0 1 Ha 100 ayun):
- pa3apa3sHUTETHOCT

- KOMHO Zpa3HeHe

- yCelllaHe 3a MapEHE Ha KOo)kaTa

- chpbex

- YpTHKapuH.

C BeH3BECTHA YeCTOTA (OT HANMUYHHMTE JaHHH HE MOXE Oa Oble HaMpaBeHa OLICHKA)
- aneprudcH 0OOpMB MO KOXKATAa, NPUYUHEH OT KOHTAKT C KOXKATA

- 3aMBIIIEHO 3peHHnE

- oOpUB 110 KOXAaTa

. npobsieM Ha MACTOTO Ha npuiokeHne Ha JJAKTAKOPT kpem

- 3auepBsABaHe Ha KOXAaTa

- BB3MANCHMUE HA KOXKATa

- CBET/IM NETHA MO KOXKAaTa.

CrobmaBaHe HA HEXKETAHH PEAKUHH

AKO MOMYyYUTE HAKAKBH HEXKEaHH JIEKAPCTBEHH peakLuH, yeeaoMere Bawug nexap unu papMauest.
ToBa BKMOYBA BCUYKH BB3MOKHK HEOTIUCAHU B TA3M JTUCTOBKA HEXeENaHU peakuny. Moxete ¢hilo aa
ChOOLIHTE HEeXeNaHU peakUHMH IMPEKTHO Ype3 HaMOHANHATa CUCTeMa 3a ChoOILIABAHE B:
M3nbaHHATENHA areHua No eKapcTBaTa

yi. . JdamaH ['pyes’” Ne 8

1303 Codusn

Ten.: +359 2 8903417

yeGcanT. www.bda.bg

Karto crobluaBate HeXXelaHH peakLiiK, MOXETE Ja AaAeTe CBOA NPUHOC 3a NOTYYaBaHe Ha NMOBeYe
HH(pOopMaLKa OTHOCHO H€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak n1a chxpanssate JAKTAKOPT
Ha ce cpxpaHaBa Ha MACTO, HEAOCTBITHO 3a Aela.

Ha ce cbxpanaBa B xnaguiHUK (2°C no 8°C), BuHard nodpe 3aTBOPEH.

Jla He ce 3ampa3saBa.
Cpok Ha roagHOCT CNea NbPBO OTBApPAHE HA ONAKOBKATa: 3 Meceua.

JlekapcTBOTO MOXE A CE CbXPAaHABA CAMO 3a ONPEALNIEH NEPHOI OT BpEMeE.
He u3nonssaiite TOBa JIEKapCTBO CNE CPOKA HA FOAHOCT, 0ThenA3aH BbpXy KapTOHEHATa ONaKOBKa.
CpoOKbT Ha rOAHOCT OTIOBAPA Ha NOCNEAHHSA [E€H OT MOCOYEHHA MECELL.

He u3non3saiite TOBa JIeKapCcTBO ako 3abeexure BUAHMH Oene3u Ha HapylIaBaHe Ha KayecTBOTO Ha
NpOIyKTa.

He u3xsbpnsiite nekapcTBaTa B KAHAMHW3AUKATA WM B KOHTEHHEPA 3a AIOMAILHH 0TNak
[Monuratite Bamus hapMaueBT Kak Aa U3XBBLP/ATE NEKAPCTBATA, KOKUTO Beye He H3MO
MEPKH Lll€ CTOMOTHAT 33 ONa3BaHe Ha OKONHATA cpela.



6. ChabpaHHe HA ONAKOBKATA U AONLIAHKTE/HA HHpOpMANKH
Kakso chaspxa JAKTAKOPT

- AKTUBHUTE BELUECTBA Ca:
MHKOHA30/I0B HUTPAT
XHAPOKOPTHIOH

- Jpyrure cxCTaBKH Ca:
OeH3zoeHa kucesnuHa E210
OyTunxuapokcuanunson E320
NYMHATpHEB eaeTart

rIMKON cTeapar

napagHuH, Te4eH

ONEOUIOBH MAKPOTONTIHLIEPUAH
Makporon 6-32 creapar
MPEYUCTEHa BOAA

Kak marnexaa JAKTAKOPT u kakpo ¢babpxka ONaKkoBKATA

HAKTAKOPT kpem ce npeanara B TyOu no 15 rpama u Bceky rpam OT Hero cbeabpika 20 mg
MUKOHA30J0B HUTpAT U 10 mg XHAPOKOPTH3OH.

[IpaTexaren Ha pa3pelieHHETO 32 YNoTpeda

McNeil Healthcare (Ireland) Ltd.
Offices 5-7

Block 5

High Street

Tallaght

Dublin 24

D24 YKSN

Hpnauaus

[Ipou3BoaHTEN

Janssen Pharmaceutica N.V .,
Turnhoutseweg 30,

2340 Beerse,

benrus

JdaTa na nocaeaHa pCiakKilHe HA JIHCTOBKATA
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