JIncToBKa: HHpopMauus 3a norpedHTe I
JAKTAKOPT 20 mg/g / 10 mg/g kpem
DAKTACORT 20 mg/g/ 10 mg/g cream

MHKOHA30/10B HUTPAT/XKUAPOKOPTHU3OH (miconazole nitrate/hydrocortison)

[IpoueTeTe BHHMATE/IHO HAJIATA JIHCTOBKA NPeEH 12 3aM0YHeTe /1a H3M0JI3BaTe TOBA JIEKAPCTBO,

Thil KATO TH CHAbLPAKA BaKHA 3a Bac undpopmauns.

- 3anasere Ta3H JUCTOBKA. MoOXe J1a ce HaJI0KH J1a s MPOYETETE OTHOBO.

- AKO UMaTe HAKaKBH JOITbJIHUTEIHH BLIPOCH, MonuTaiTe Bawms nekap win papmaLesT.

- Tosa nekapcTBO € npeanucaHo JuuHO Ha Bac. He ro npeorcrenBaiite Ha Apyru xopa. To moxe
1a UM HaBpE/IM, HE3aBUCHMO Ye MPU3HALIMTE Ha TAXHOTO 3abossgBaHe ca CbhlMTe KaTo Bawure.

- AKO MNOJIYYHTE HAKAKBH HEXEJIaHU JIEKApCTBEHHU PeakLMH, yBeaomeTe Bauius nekap uiu
¢apmarieBT. ToBa BK/IIOYBA H BCHUYKH Bb3MOXKHH HEXKEJIAaHH PeaKiLMH, HEOTTUCAHH B Ta3H
JTUCTOBKA. BykTe TOUKa 4.

V3NMBAHUTENHA ATEHLINS NO NEKAPCTBATA

KakBo ¢bABLpAKA Ta3H JIHCTOBKA!

KakBo npeacrasnssa JJAKTAKOPT kpem u 3a kakBO
KakBo TpssiOBa na 3Haere, npeau aa usnoassare JAKT
Kak na w3non3eare JJAKTAKOPT kpem

B1b3MOXKHH HEXKeJIaHH peakLHH

Kak na cexpanssare JJAKTAKOPT kpem
CbabpKaHHE Ha OMAaKOBKAaTa W JAOIMbJIHUTEIHA HH(POP

ol o -l o

1. Kakso npeacrasasasa JJAKTAKOPT u 3a kakBo ce H3noJi3sa

JIAKTAKOPT kpem cbabpKa aHTUMHUKOTHYHO JIEKAPCTBO (MHKOHA30JI0B HUTPAT) H KOPTHKOCTEPOH/L
(XHIPOKOPTH30H) M C€ U3IMOJI3BA 3a JIeYeHHE Ha NbOUYHU HHEKLIMH Ha KOXKATa, BKJIIOYHTEIHO H
TaKWBa, NPEAU3BUKaAHU OT JPOXK/IH.

JIAKTAKOPT kpem ce npenopbuBa U B CJIYHYAHTE C U3ABEHO 3a4epBABaHE H ChpPOEK.

2 Kakso Tpsa06Ba aa 3naere, npean aa n3noiassate JAKTAKOPT

He n3nosBaiite JIAKTAKOPT
- aKo CTe aJIEprHYHH KbM MHUKOHA30JIOB HUTPAT, XHAPOKOPTH30H, APYTH NOAOOHHU NMPOTHBOIrbOHYHH

JIeKapcTBa WK KbM HAKOS OT OCTAHAJIMTe CbCTABKW HAa TOBA JIEKApCTBO (M30pOEHH B TOUKA 6).

- aKO UMaTe KOXKHU BUPYCHH UH(eKUMH (Xepriec, BapyLeia, BKJIFOYMTEIHO BAKCHHALIKA 3a
BapHMlleJia), KAKTO U HAKOU KOXKHHM OakTepHaiHM MHPEKLHMH (KOXKHA TYyOepKyJ103a).

IpeaynpexneHuss H NpeANa3sHH MePKH
["oBopeTe ¢ Bamusa nekap wiu ¢papmaiest, npeau aa uinonassare JAKTAKOPT.

AKO rnpHemaTe nepopajiHi aHTHKOAryJIaHTHH Cpe/CTBa KaTo BapdapuH, cnpere ynorpebdara Ha
JlakTakopT He3abaBHO M MOTbpPceTe KOHCYJITalus ¢ Bawius nexap i apMaueBT, ako MoJIyYHTe
HEOYaKBAHO KbPBEHE WJIH MOsABA HA CHHUHH, KPbBOTEYEHHE OT HOCA, H3KALIJIIHE HA KPbB, KPbB B
ypHHaTa, YepPHH KaTpaHEeHH M3MPaKHEHHA WJIW NMOBbPHETE MaTepHs C BHJ Ha yTaiika oT Kade no
BpeMe Ha JieyeHue ¢ JlakrakopT. U31cKBa ce BHUMATEIHO NMpOoCieAsiBaHE HA CTOHHOCTHTE Ha
ME3KIY HapOHOTO HOpManu3upaHo cboTHoweHue (INR) noa HabnroaeHHeTo Ha METMLIMHCKH
CNELMAIKUCT MO BpEME Ha JieueHHe ¢ Jlakrakopr.

Jla ce n305irBa KOHTAKT ¢ OYHTe.
Cabpakere ce ¢ Bawus nekap, ako rojy4yuTe 3aMbrjieHO 3p€HHE HWIIH IPYTH 3PHTEIIH




Namuiite BHEMaTenHO phLeTe ¢u cnea nanonssadeTo Ha JJAKTAKOPT kpewm, ¢ usknoueHue Ha
cy4auTe KOraTo JIeKapcCTBOTO Ce MpHiara 3a JieueHHe Ha phLeTe.

H3nonssaifte oTaeAHH KbPNH 3a OaHA ¥ pBLE, 3al10TO B NPOTHUBEH CiTy4yail pUCKYBATE Aa 3apasure
ApPYrH Xopa.

PenoBHO cMeHslTe ApexyTe, BIA3ALIH B KOHTAKT € MOPA3¢HUTE KOKHH Y4acTbLM, 3al10TO B NPOTHBEH
CITy4ail HMa OMacHOCT OT NOBTOPHO 3apassBaHe.

JTAKTAKOPT kpeM MoXke 1a npeaAn3BHKa TEXKH alepriviHH peaxuuH. Bue tpadsa na 6vaere HascHO
C MPH3HALIMTE HA ANCPrUYHUTE PEaKLMH, KOHTO MOTAaT 13 Bb3HHKHAT JOKATO H3MNOJI3BATE
JAKTAKOPT kpem (Bwxkre Touka 4).

JNAKTAKOPT kpem MOxe Ja NOBpeaH HAKOH CHHTETHYHH ThKaHH. CIEIORATENHO CE€ MPEnopbyBa
HOCEHETO Ha NaMy4HO 0eJib0, AKO TO € B KOHTAKT ChC 3aCETHATHTE YYaCTBLK.

[lopaau cbaBpXKaHUETO Ha KOPTHKOcTeporaHa cbeTaBka (xuapokopTH3oH) JAKTAKOPT kpem He ce
NpenopbLYBa 3a NPOABLIDKUTENHO NedenHne. Cieal KaTo CUMITTOMHTE Ha Bh3NancHue (Harnp.
3aYepBABaHe H ChpOekK) N34E3HAT, JICHEHUETO MOXKE Ja NPOABIKH C IEKAPCTBO, CHABPAKALLO CaMo
aHTHMHKOTHK, BMecTO ¢ JIAKTAKOPT kpem. Cnenpaitre cbBeTHTE Ha Bauius nekap no OTHOLIEHHE
Ha MPOABJDKHTEIHOCTTA HA JIEYEHHETO.

AKO CHMHTOMMTE MPOABKABAT WIM C€ BIOILABAT, WIH aKO Ce [MOABAT HOBH CHMIITOMM, J1a Ce Cnpe
ynorpebara ¥ aa ce NOTLPCH KOHCYNTALIMA € JIEKap.

Jdena U 10HOIIH

IIpu neua nedenunero c JJAKTAKOPT kpem TpaOBa aa ce H3sbpuiBa o pbKOBOACTBOTO Ha
MEJHLIHHCKH CNELIMAJIUCT.

Heo6xo001M0 € NOBHLIEHO BHHMAHHKE NPH [IPHJIATAHETO Ha ICKAPCTBOTO BbPXY rOJIEMH YYacThLIA,
KaKTO M MOJ OKJIY3HMBHH NPEBPB3KH (BKJIIOYHTENHO Oe0elKN NENeHH), MOPaIH ONacHOCT OT
abcopOLya Ha roifMO KOJIMMECTBO OT JIeKapcTBOTO npes koxkara. Coillo Taka Tpabsa Aa ce H3bArsa
HanacsiHeTo BbpXy JHueTo. JAKTAKOPT kpem He ce npenopbuBa 3a NpoABKHTENHA ynoTpeba npu
neua. Cnen Karo CHMIITOMHUTE HAa Bb3NaJieHUE (Hamp. 3a4epBiBaHE H CHPOEK) HIUEIHAT, IEUEHHETO
MOJKE J1a MPOABIKH € JIEKAPCTBO, ChAbPKallo caMo aHTUMHUKOTHK, BMecTO ¢ JJAKTAKOPT xpewm.

IlanHeHTH B cTApUYECKA Bh3PACT

JlexapctBa kato JJAKTAKOPT MoOxe na NpHYMHAT H3THHABAHE HA KOXATa, KOTATO Ce€ H3MOJI3BAT 3a
NPOABDKHATENECH NepHoa oT BpeMe Oe3 npekbeBaHe. Thi KaTo H3THHABAHETO HA KOXATa € €CTECTBEHO
SBJIEHHE MPH Bb3paCTHHTE, TOBA JIEKAPCTBO TpAOBa Aa ce ynoTpedsBa NpeAna3nMBo 3a He NOBEYE OT
HAKOJIKO CeIMHLM NPH NaLMEHTH B cTapyecKa Bb3pacT. M3nonssaire ro Tonxkosa Jwiro, KOJakoTo By
€ ka3an Bawusat aexap.

Apyrn nekapcerea u JAKTAKOPT
Hepopannu anmuxoazyaanmu (pa3spexaally KPbBTA JleKapcTBa): npeau ynorpeba yseaoMere Bawna
nekap wir GapMaLeBT, aKO NPHEMATE ICKapCTBa, pa3spexialll KpbBTa, KaTo BapdapuH.

ﬂpyﬂt AeKapecmed. CQ)EKTHT‘B H HCAKEIIAHHUTE P€AaKLIMH Ha APYTH NpCaNnACaHHl ICKApCTBa MOraT Aa Ce€
NOBHUIAT NMPH NMPpHEM C MUKOHA30J1,

HUndopmMupaiire Bauinsa nekap und ¢papMaLeBT, aKo U3TOA3BATE, HACKOPO CTE H3NOI3BAIH HIIH €
BBH3MOXHO Ja H3MONM3BaTe APYTrd JIEKapCTBa.

JAKTAKOPT ¢ xpana, HAIATKH H 2/1K0X0/1
Henpunokumo.

bpeMeHHOCT, KbpMeHe H PepTHIHTET
MukoHa3on - akThBHaTa ¢uctaBka Ha JIAKTAKOPT kpem ce abcopbupa 8 MUHHMaHa C
opraHH3Ma cnieq npuiarase Bbpxy koxata. JJAKTAKOPT cbabpaxa v apyra aktiBHa
KOPTHKOCTEPOHa XUAPOKOTH30H. XHAPOKOPTH3OH ce abcopbupa B MHHHMAITHA CTeN
cneq NpUnarale BbPXY KOXKara ¥ IPEMHHABA NMPE3 NNALEHTATa, KbAETO MOXE 14 OK




. BBPXY Pa3BHBAILMA € IUIOA. AKO CTe GpeMEHHa WiN KbpMHTE, OChBETBaiiTe ce ¢ Baiuua nekap nanu
Tpabea aa u3nonspare JAKTAKOPT kpewm.

I'yMeHRA (NaTEKCOBH) NPOTHBO3AYATHLYHH CPEACTRA

TpabBa na H30ArBaTe KOHTAKT MEXAY FYMEHHTE (JIATEKCOBH) MPOTHBO3a4aTbYHH CPEACTBa KaTo
npe3epBaTus WM AuadparMa (ryMeHa [J1aTekcoBa] Lanka, KOATo Ce NMOCTABA BbB BJAArajvLLETO) H
HJAKTAKOPT. CecraBkute Ha JJAKTAKOPT Moxe na noppeasrt rymara (natekca) 4 Taka Ja HE €€
NpeJOTBPATAT €BEHTYaAIHa OpeMEHHOCT WIH NMOJOBO NpeaaBaHyu 3a00naBaHNA.

AKO cTe OpeMeHHa WM KbPMHTE, CMATATE, Ye MOXKe Aa cTe OpeMeHHa WK IUTaHHpaTe OPEeMEHHOCT,
nocbhBeTBaiTe ce ¢ Bamna nexap unu papmauerT npeau ynotpedarta Ha TOBa JIEKapCTBO.

lllopupane n pabora ¢ MAIIHHA
He e usBecTHO nanu koMOMHALMATA OT MHKOHA30J1 H XHAPOKOPTH30H UMA €(EeKT BEPXY CNOCOOHOCTTA
3a iodupane win pabora ¢ MalUHHMK,

JAKTAKOPT kpem cbabpxa 30 mg 6eH30eHa KuceMHa BbB Besika TyOa oT 15 g kpeM, KOuTo ca
€KBHBAJICHTHH Ha 2 mg/g KpeM.

beH3oeHaTa kucenuHa (E 210) moxe 1a npHYHHH TOKATHO JIpa3HEHE.

ben3oeHaTa kucenuHa (E 210) MOXxe 1a 3aCHIH CHMITTOMHTE HA XBJITEHHLA (ITOXKBITABAHE HA KOXKAaTa
d O4YHTE) [PH HOBOPOAECHHUTE (Ha BB3PAcCT A0 4 ceaAMHLA).

byTunxuapokcuanuzon (E 320) moxe aa MpUYHHHM JIOKAJTHH KOXKHH peakLiMH (HanpuMep KOHTaKTeH
OEPMATHT) WIIH Jpa3HEHE HA OUYHTE K JIUTaBULUTE.

3. Kax na nanoassate JAKTAKOPT

HAKTAKOPT kpem ce HaHaca BbpXy KOXKaTa ¢AHH HJIH ABA IbTH AHEBHO.
Oreopete TyOaTa 4upe3 3aBbpTaHe Ha kanadkarta. [1pobuiire oTBopa Ha TybaTa ¢ moMollTa Ha OCTpaTa
4yacT, HaMHUpallla ce Ha ABHOTO Ha Kana4dkara.

Hsmuiite n moacyuwere nobpe nopaszeHus yuacTbK. Brpuiite kpema BHHMaTeNHO ¢ npbeT. Hanecere
Kpema He ¢aMO BLPXY UH(EKTHPaHHA YUYacTHK, HO W BbpPXY 30HATa 0K0J10 Hero. Cnel HaHacsAHe Ha
KpeMa H3MHITe BHUMATETHO PBLUETE CH, € H3KIIOYEHHUE Ha CITyYaHTe, KOraTo JIEKapCTBOTO CE
H3MON3BRA 34 JIEYEHHe Ha phueTe. TOBa € MHOrO BaXKHO € Orfe] NpeanasBaHe OT HH(eKkTUpaHEe Ha
APYTH YyH4acTbUH OT TAIOTO WM JPYTH XOpa.

Cnen KaTo CUMITTOMHTE Ha BH3MAICHHE H3UE3HAT JICYCHHETO MOXe Na 6bae NPOALDKEHO ¢
JIEKapcTBO, ChABPXKALLO ¢caMo aHTUMHKOTHK, BMecTO ¢ JJAKTAKOPT kpeM.

Jlewennero ¢ JAKTAKOPT xpeM unu ¢ nekapcTBo, ChIBPHKALLO CAMO AHTHMMKOTHK He TpabBa aa ce
CMHpA [0 ITBJIHO HIYE3BAHE Ha BCHYKH CHMITTOMH (OOMKHOBEHO CneA 2 10 5 CEAMHLIH).

BuHarn W3nonseaiiTe ToBa NEKAPCTBO TOYHO KakTO BH € kasan Bawnar nexap uny papmauesr. Ako
He CT€ CUF'YPHH B HEwlo, nonuTanTe Bawua nexap win gpapMaueBT.

AKO cTe H3MI0N3BaNH NoBe4ue oT HeobxoaumaTa 2038 JAKTAKOPT
B ciayuaii, ue JAKTAKOPT kpem ce npuaara no-4ecto 4 3a No-ALJTbI HEPHOA OT MPEINHCAHOTO
MOXE 1A NpeAN3BHKa JApa3HeHe HA KoxaTa. B To3H ciyvaii cnpere npuwiaraHeTo Ha Kpema u ce
KOHCYJTHpaiTe ¢ Bawus nexap.

JAKTAKOPT cpabpxka KOPTHKOCTEPOUA ¢ YMEPEHO AeicTBHE. PEAOBHOTO npeno3dpaHe Ha
KOPTHKOCTEPOHIN MOKE 1a A0BeJe 10 TaKHMBAa €(PeKTH KaTO WHWPOKO Pa3NpOCTPAHEHO aKHe H JIECHO
MIOCHHABAHE [IpH yaap. B To3n cnyyait ¢ HeoOXoauMa eKapCcKa KOHCYITalMs.

[1pu cayuaiino nornslnale Ha JJAKTAKOPT kpeM koncynTupaiite ce ¢ Bawns neka

B cnyuaii Ha nipeno3vpaHe, He3abaBHO Aa ce MOTHPCH MEJHLIMHCKA NMOMOLLL.



. AKo cTe nponyckann aa manoassate JAKTAKOPT
He npunaraiite qBoiiHa n03a, 32 Aa koMneHcupare npomycHarara n03a JIAKTAKOPT kpew.

Axo cte cnipenn ynorpebara na JAKTAKOPT

AKO UMATe HAKAKBH JOTBJIHMTENHH BLIPOCH, CBbP3aHHu ¢ ynoTpebara Ha TOoBa JIEKapCTBO, NMONHTAATE
Bawmns nekap unu gapMaleBr.

4, Bh3MOXKEH HEXeJIaHH PeaKnHH

KakTo BCHYKH neKapcTBa, TOBA TEKAPCTBO MOXE 1a NPEAU3BUKA HEXKEIAHH PEAKLIHH, BBIIPEKH Y€ He
BCEKH 'k NOJTy4aBa.

[Ipu neuenne ¢ JAKTAKOPT kpem ca crobimapaHn TexKH alepruuiy peakuun. IlpusHaumre Ha
TEKKa aJIEPruyHa peakius MOrart Aa BiIOYBar:

- OTOK Ha JIHLETO, YCTHHTE, YCTaTa, €3HKa WIH I'bplIoTo

- 3aTPYAHEHO MPEeribillaHe Wik IUILaHe

- chpOa OOpHUB (YpTHKapHa).

Cnpere npuema na JIJAKTAKOPT kpem n He3abaBHO NOTHPCETE CMNCLIHA MEAMLIKHCKA MOMOIIL, aKO
3a0eNleXHTe WIH NOJ03KHpaTe NoABaTa Ha HAKOA OT FOPEONUCARHTE HEXKEJIaHH PeaKilvH.

JIpyru HeXxeNlaHH peakunn, HabnoaasaHu npy ynotpebarta Ha JAKTAKOPT kpem, ca n3bpoenn no-
AOMY:

HeuecTH (Moxke na 3acerHar a0 | Ha 100 ayuu):
- pa3apasHHUTETHOCT

- KOXHO Apa3HeHe

- ycelllaHe 3a napeHe Ha KoXaTa

- chpOex

- ypTHKapHs.

C Hen3BecTHA YecTOTA (OT HATHYHUTE JIAHHU He MOXE Aa Hbae HanpaBeHa OLIEHKa)
- anepruveH oOpHB Mo KOXkKaTa, NPUUUHEH OT KOHTAKT € KOXaTa

- 3aMbIIICHO 3PpECHHUE

- obpHE NO KoXKaTa

- npobnem Ha macToro Ha npunoxkeHue Ha JIAKTAKOPT kpem

- 3auepBsABaHe Ha Koxarta

- BB3NAJICHHE Ha KOXaTa

- CBET/IH METHa 1O KoXara.

CohobmaBane Ha HexXe1aHH peaklHH
AKO NOMYYNUTE HAKAKBH HEXKETaHU JIeKapCTBEHU peakiiuy, yBeaoMeTe Bamus nekap Wi ¢papmMalieBT.
ToBa BK/IFOUBA BCHYKH BB3MOKHH HEOMMUCAHU B TAa3H JIMCTOBKA HEXENAHH peakldd. Moxere cbllo ga
CHODMIMTE HeXKeNNAHH PEaKiLMH JHPEKTHO Ypes:

HA3nbAHHTEIHA areHius 1o JIEKapCcTBaTa

yin. ,,JlamsaH I'pye” Ne 8

1303 Codns

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

Kato cphob1iapaTe HeXxce/1aHH peakuy, MOXKEeTe Ja JaaeTe CBOS NMPUHOC 3a NMojlyyaBaHe Ha MnoBeye
uHdopMaLHA OTHOCHO 0€30MacHOCTTa Ha TOBA 1€KapCTBO.

5. Kaxk aa chxpanasate JAKTAKOPT

Ja ce cexpaHsaBa HA MACTO, HEAOCTBITHO 3a JeLa.




Jla ce chxpaHasa B xnaaunuuk (2°C no 8°C), sunaru nobpe 3aTBOpeH.
Ha He ce 3aMpa3ssga.
Cpok Ha roZlHOCT cliell ITbPBO OTBAPAHE HA OMakoskaTta: 3 Mecela.

JlekapcTBOTO MOXKeE Ja Ce ChXpaHABa caMo 3a ONpecsieH NEPHOA OT BpeMe.
He u3nonseaiite TOBa neKapcTBO el CPOKa Ha rOJHOCT, OTOENIA3aH BbPXY KapTOHEHATA ONAaKOBKa.
CpoKbT Ha FOAHOCT OTroBaps Ha NOCJIERHHA AEH OT [OCOYEHHA MECELL.

He w3nonsBaliTe TOBa N1€KapcTBO ako 3abenexkure BUAMMK Oelie3y Ha HapyliaBaHe Ha KayeCTBOTO Ha
NpoAYyKTa.

He u3xpbpnaHTe nekapcTpBarta B KAHAMM3AUWATA HIH B KOHTEHHEpa 3a JOMAllHH OTNadbLH.
[Tonuraitre Bawung ¢papMaleBT Kak 1a U3XBBPAATE JICKAPCTBATR, KOUTO BeYe HE H3NOJ3Bare. Tesu
MEPKH LlIe CIIOMOTHAT 3a ONa3BaHe Ha OKOJIHATa Cpena.

6. CrabpXKaHHe HA ONMAKOBKATA H JONbLJAHHTENHA HHpOpPMAUNA
Kaxkso cuanpxa JAKTAKOPT

- AKTHBHHMTE BElLlEeCTBA Ca:

MHKOHA30JIOB HHUTPAT

XHAPOKOPTH3OH

- JApyrure chCTaBKH ca:

beHzoeHa knceanHa (E210)

OyTunxuapokcuannson (E320)

IHHATPHUEB €ACTaT

napaduH, Te4eH

OJIEOWIOBH MaKpOTOJrTHUEPHIH

PEG-6 (n) PEG-32 (1) riukon cTeapaTnpeyucTeHa Boja

Kax marnexna JAKTAKOPT u KakBO CbABPKA ONAKOBKATA

JAKTAKOPT kpem ce npeanara B TyOH 1o 15 rpamMa u Bceku rpaM OT HETO chabpxka 20 mg
MHKOHAa30710B HUTpaT U 10 mg XUAPOKOPTH3OH.

IIpuTesxaTen Ha pa3pelleHHETO 38 ynoTpeba

McNeil Healthcare (Ireland) Ltd.
Offices 5-7

Block 5

High Street

Tallaght

Dublin 24

D24 YK8N

Hpnanaus

IIponzBoanTe.
Janssen Pharmaceutica N.V.,
Turnhoutseweg 30,

2340 Beerse,
benrus
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