JIEcTOBKA: nn(l)opmanng LTy ﬂO’l’péﬁllTMﬂ ................................................. !

JAKTAKOPT 20 mg/g / 10 mg/g xpem 2 6/MWM/ _mbsg;a

DAKTACORT 20 mg/g / 10 mg/g cveam = 0/ 1 777 (7 77 = )
MHKOHA30I0B HHTPAT/XHAPOKOPTHIOH (m:conazole mtrate/hydrocomson) [} 3 gf. Zﬁﬁ]

IIpovereTe BHHMATENHO LSJIATA JHCTOBKA NPEJH A3 3aM0YHETE 1A H3NON3BATE TOBA .ne:capc'rm,

Thii KATO TH cLALPIKa BaxcHa 3a Bac aadopmaunus.

- 3anasete Ta3W THCTOBKA. MoKe 1a ce HANOMKHM Jia S MPOYETETe OTHORO,

- AKO UMaTe HAKAKBH JOMLIHHTEIHH RBIIPOCH, NONMHTaliTe Batmuns nekap win dhapmanesT.

- Tosa nexapcTso € npeamicano TH4HO Ha Bac. He ro npeorcrsneaiite na apyru xopa. To Moxe
Ja IM HaBpeH, He3aBHCHMO 4€ NPH3HALNTE Ha TAXHOTO 3a00/MBaHe ca chiupTe Kato Bamure.

- AKo nonyunTe HIKAKBH HEXEJIAHW JIGKAPCTBEHH peakiuu, ysenomere Bamus nexap win
¢apmauepT. ToBa BKIIOYBA H BCHYKH BE3MOKHH HEXXEAAHH PEAKUHH, HEOMMCAHH B TA3H
nucToBKA. BiokTe TovKA 4.

B Ta3u n1acroBKa:

1. Kaxso npencranisa JAKTAKOPT kpem M 3a KaKBO ce H3IOI3Ba
2. Kaxgo TpaGBa na 3Haete, npenu na wsnonzeare JJAKTAKOPT kpem
3. Kak na manonzeare IAKTAKOPT xpem

4, Bb3MoxKHH HexelaHH PeakuHy

5. Kak na cexpanspare JAKTAKOPT kpem

6. ChbavpixaHHe Ha OMAaKOBKATA H JOMBIHHTENHA HHpOpMaIa

1. Kaxso npeacrasiasnsa JAKTAKOPT m 3a kakBo ce H3N0/13Ba

AAKTAKOPT kpeMm ¢hAbpKa aHTHMHKOTHMHO JIEKAPCTBO (MHKOHA30/I0B HHTPAT) H KOPTHKOCTEPOH/T
(XMAPOKOPTHIOH) H C& H3MO3RA 32 JIEUeHHE HA MEOMYHH MH(EKLHA HA KOKATS, BKAIOYHTEHO H
TAKHMBA, MPEIM3BUKAHH OT JPOXKIH.

HAKTAKOPT kpem ce mpemnophysa H B ClIy4auTe ¢ H3IBEHO 3aUePBARAHE H ChpOex.

2, Kaxso Tps6Ba na 3naere, npean aa m3nomsare JAKTAKOPT

He uznomasaiite JAKTAKOPT
- 8KO CTe a/lepruyHM KbM MHKOHA30/I0B HHTPAT, XHAPOKOPTH3IOH, NPYTH NOJOOHH MPOTHBOrEOHYHM
JIeKapcTBa HIH KBM HAKOA OT OCTAHAIIHTE CHCTABKH Ha TOBa exapcTBo (M30pOeHH B TOuKa 6).

- 8KO HMaTe KOXXHH BUPYCHH HH(EKUMH (Xepriec, Bapuuesa, BKTIOUHTE/THO BAKCHHALIAA 32
BapHLle/a), KAKTO H HAKOH KOXHM OakTepHanHy HHbekuny (KoKHA TyGepKyosa).

IIpenynpexaeHus H NPEATASHA MEPKH
T'oBopete ¢ Bamus jiexap unu dapmanesr, npeau aa msnonseare JAKTAKOPT.

Ja ce uiGarea KOHTAKT ¢ 0YHTE.
Ceepaxere ce ¢ Bawua nekap, ako MOTYqHTE 3aMbITICHO 3peHHe WIH APYTH 3PHTE/THH HAPYICHHUA.

WsmuiiTe BHAMATENHO PRUETE CH crel H3non3sadeto Ha JAKTAKOPT kpeM, ¢ M3KMOYEHME HA
CITy4aHTe KOTATO IEKapCTROTO Ce MPHJiara 3a JIeYeHHe Ha PhLEeTe.

Hsnonzpaiire oTaenHK KbpIH 3a 6aHs U pBLE, 3a10TO B IPOTHBEH ClIydai PHCKyBaTe 1a 3apaleml;, %
IpYTH XOpa. ,

PenoBHO cMeRdliTe apexure, BAM3ALIH B KOHTAKT ¢ NOPA3EHHTE KOYKHHA yYaCThIIH, 3
CIysaif HMa ONacHOCT OT MOBTOPHO 3apa3siBaHe.




HAKTAKOPT kpem Moxxe fa MpeH3BHKA TEKKH aleprudny peakuuu. Bue Tpa6ba na 6naete nascHo
C MPH3HALMTE HA AJEPTHYHMTE PeaKLHH, KOUTO MOraT A3 Bb3HHKHAT HOKATO M3MON3BaTe
JAKTAKOPT kpem (Brokre Touka 4).

HAKTAKOPT kpem Moxe fa MOBPeH HAKOM CHHTETHYHH THKaHH, CIIEOBATEIHO Ce NpenopLysa
HOCEHETO Ha MaMy4Ho 6e1bo, aKO TO € B KOHTAKT Ch<¢ 3aCErHATHTE Y4ACTBLM,

Tlopanu ¢sIBLPYKAHHETO KA KOPTHKOCTEPOHIHA ChCTaBKa (xunpokoptuion) JAKTAKOPT kpeM He ce
NpenophbyBa 33 NPOAL/DKUTENHO NieyeHHe. Clen KaTo CHMITTOMHTE Ha BB3MAeHHe (Hanp.
3a4EpBABAHE H ChpOex) HITE3HAT, IEUCHHETO MOXE Ja MIPOL/DKH C IEKAPCTBO, ChIBPIKALIO CaMO
aHTHMukoTHK, BMecTO ¢ JIAKTAKOPT kpem. Cneapaiite csBeTHTe Ha Banina nekap o oTHOLIEHHE
Ha NPOXBLKHTETHOCTTA Ha IEYEHHETO.,

Jdena H OHOIH

IIpu nena newermero ¢ JAKTAKOPT kpem Tpafea Aa ce M3BBpILEA NOJ PEKOBOACTBOTO HA
MEIMITHHCKH CIICLIHAJIHCT.

Heo6xoaumo e noBHmeHo BHUMaHHe IPH NPHIAraHeTo Ha JIEKAPCTBOTO BBPXY FONIEMH Y4acTBIH,
KaKTO H NOJ OKTY3HBHH NPEBPB3KH (BIITIOYHTENIHO Gebeluky neneHu), nopaiH oacHoCT ot
abcopbLps Ha rofAMO KOJTHYECTBO OT JIKAPCTBOTO Npe3 KoxkaTa, Chilo Taka Tpabsa aa ce H3GATBA
HaHacaHeTo BepXy nuuero. JJAKTAKOPT kpeM He ce npenopryea 3a MpOABIDKHTENHA yoTpe6a TpH
Aeua. Criell KaTO CHMITTOMHTE Ha B3NaICHHE (HANp. 3a4epBsiBaHe K ChpOex) H3Ye3HAT, JeHSHHETO
MOXe /1a IPOABIDKH C JIEKAPCTBO, CHABPAKALIO CaM0 aHTHMHKOTHK, BMecTo ¢ JIAKTAKOPT kpem.

MauusenTn B cTapuecka BL3pacT

Jlexapctpa kato JJAKTAKOPT Moske Ja NIPHUMHAT H3THHABAHE HA KOXKATA, KOTATO CE M3MO3BAT 34
NPOIBIDKHTENICH NIEPHOJ OT BpeMe Oe3 npekbepate. Thif KaT0 M3THLHABAHETO HA KOXKATA @ eCTECTBEHO
ABJICHHE TP BH3PACTHHTE, TOBA JIEKapCTBO TP:AOEa a ce ynoTpe(aea NpeAnasiueo 3a HE TOBEYE OT
HAKOJKO CEIMHIM IIPH MANHMEHTH B CTapuecka BB3pacT. Hanonspaiite ro ToNKoBa OBT0, KONKeTo B
€ Kazan Bammsar nexap.

Apyrn aexapcrea B JAKTAKOPT
Hepopannu anmuroazynanmu (paspe:KDallli KPHBTA 1eKapCTBa); IpeaH ynoTpeba yeenomere Bamms
nekap WIiH GapMaleBT, aKO NPHEMATE JIEKAPCTBA, Pa3peXkaly KPBBTa, KaTo BapdapuH.

Apyeu nexapcmea: edexTHTe H HEKETAHHTE PeaKIMH Ha PYTH MPeANHCAHH 1eKapCTBa MOTAT 1A Ce
MOBHLIAT NIPH NPHEM ¢ MHKOHA3O0I1.

Hndopmupaiite Bamiia nekap niu $apMauesT, aKo H3MON3BATE, HACKOPO CTE M3NON3BANH HIIH €
BB3MOXKHO /1a H3MOT3BATE APYTH JEKapCTRa.

JAKTAKOPT ¢ xpaHa, HANHTKH H AJIKOX0J
Hemnpinoxumo.

Bpemennocr, Kbpmene u GepruaaTer

Muxkouason - aktusHaTa cberaBka Ha JJAKTAKOPT kpem ce aGcopbupa B MHHHMAJIHA CTENEH OT
opranHsMa ciep npuwiarase sepxy Kokara. JAKTAKOPT craepixa o Apyra akTHBHa CHCTABKA —
KOPTHKOCTEPOHZA XHAPOKOTH30H. XHAPOKOPTH30H ce abcopOupa B MUHUMANHA CTENEH OT OPTaHH3Ma
CJIeZ TpIUlaraHe BbPXy KOMXATA H IIPEMHHABA [pe3 IUIALeHTaTa, KbASTO MOXE /1a OKAMKE BIUSHHE
BLPXY Pa3BHBAIIMA CE INI0A. Ao CTe GpeMeHHA HH KbPMHTE, NOCHBeTBaMTe ce ¢ Baumia hexap aanu
Tpabea fa usnonseate JJAKTAKOPT xpem.

I'yMenn (naTexcoBH) NPOTEBO3aYATLYHHE CPEACTBA
Tpa6Ba fa H36AreaTe KOHTAKT MEIY T'yMEHHTE (IIATCKCOBH) IPOTHBO3AYATHYHH CPENCTRA KATO
npe3epsaTHB WK AuadparMa (ryMeHa [naTekcoBa] marnka, KosTo ce II0CTARS BBB Bﬂara.rlmue@m e

1 fu
HAKTAKOPT. Cecraskute Ha JIAKTAKOPT Moxe fa HOBpesaT rymara (atexca) H )
NpeJOTBPATAT €BEHTYaNHa OPEMEHHOCT HITH [IONOBO NPEaBaHH 3a00ABaHuA. /
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Axo cte OpeMeHHa HiIH KbPMHTe, CMATATE, Ye MOXe Aa cre GpeMeHHa WIH IUTaHHPAT
nockBeTBaiiTe ce ¢ Bauma sexap Wik gapmaniesT npemw ynoTpeGaTa Ha TOBA JEKapCTy



Illodnpane u pabora ¢ MalIHHK
HenpunoxuMo.

HJAKTAKOPT kpem ebanpika 30 mg GeH30eHa Kucennna BbB BCAKA TYGa oT 15 g kpem, KouTo ca
€KBHBAJICHTHH Ha 2 mg/g Kpem.

Benaoenara knucemnna (E 210) Moske Aa ApHYHHH TOKATHO APasHEHE.

Benzoenara kucennna (E 210) Modke fa 3aCHIH CHMITTOMUTE HA JXBLITEHHIA ([IOKBITABAHE HA KOMKATA
H O4YHTE) P HOBOPOIEHHTE (Ha Bh3pacT A0 4 cenMHIIa).

Bytawixupnpokcuanmzon (E 320) Moske 1a NpHHMEE NOKAIHH KOXKHU PEaKiyH (HanpuMep KOHTAaKTeH
JACPMATHT) HIH JpasHEHe HA OUWTE H JMraBHIlUTE.

3.  Kaxk pa msnoaseate JAKTAKOPT

JAKTAKOPT kpeM ce HaHaca BLPXY KOXaTa €XHH HJIH ABA ILTH AHEBHO,
Oropere TyGaTa 4pes 3aBLpTaHe Ha kanaukara. [TpoGuiite oTBOpa Ha TyGaTa ¢ noMolTa Ha ocTpaTa
YacT, HAMHMpAIlla C&€ Ha bHOTO HA KaNaykara.

W3mmiite 1 noncymtere nobpe nopasexus yuacTsk. Brpuitre xpema BruMatenHo ¢ npber. Hanecere
KpeMa He CaMO BbPXY HHEKTHPAHKA YYacTEK, HO M BBEPXY 30HATa OKoo Hero. Criel HaHACIHE HA
KpeMa M3MHIATE BHUMATEIHO PBIETE CH, C H3KIIOUYEHHE Ha CITyuaunTe, KOTaTo JeKAPCTBOTO Ce
H3MO/3BA 38 JIEYEHHE Ha prieTe. ToBa € MHOIO BaXHO ¢ OTJIeA peAnassaHe OT HH(EKTHpaHe Ha
JPYTH Y4acTBUH OT TAJIOTO HIIH APYTH XOpa.

Cnen xaTo CHMITOMHTE Ha BB3MAJICHUE H34E3HAT JIEUSHHETO MOXe 12 651¢ NPOIB/DKEHO ¢
JIEKapCTBO, CHABPXKALLO CAMO AHTHMHKOTHK, BMecTo ¢ JJAKTAKOPT kpewm.

Jlevenneto ¢ JAKTAKOPT kpeM miIH ¢ eKapeTBO, ChIBPKALIO CaMO aHTHMHKOTHK He TpaGBa na ce
CIIHpa /10 ITBJIHO U3YE€3BaHe HA BCHUKH CHMITTOMH (00HKHOBEHO cllef 2 10 5 CeaMHLK),

BuHaru n3nonssaiite ToBa JEKAPCTBO TOYHO KakTo Bu e kasan Bammsr nexap win ¢apmanesT. Ako
He CTe CHTYPHH B Hello, nonuraire Bawvs nekap und papMaiiest.

AKO cTe H3M0JI3BAJIM NoBeve 0T HeoOxoaumara ao3a JAKTAKOPT

B cnyqait, ve JAKTAKOPT kpeM ce npunara no-4ecTo U 3a HO-A5/Tbr IEPHOL OT NPEAIMACAHOTO
MOsKe 1a IpeIU3BHKa Jpa3HeHe Ha koxaTa. B To3u ciydaii cnpere npHiaraHeTo Ha KpeMa H ce
KOHCYNTHpadTe ¢ Bamus nexap.

AAKTAKOPT chanpska kOPTHKOCTEpORA C yMepeHO AeHicTBHe. PeOBHOTO Npeao3Hpane Ha
KOPTHKOCTEPOHIH MOXKeE Aa A0BEE A0 TaKHBA eeKTH KaTO ITHPOKO PasNpOCTPAHEHO AKHE M JIECHO
TIOCHHSABAHE NpPH yAap. B 1o3u ciayuaii ¢ Heo6xoAHMa Nekapeka KOHCYJTTALIMS,

Hpu cny4aitHo norasmane Ha JAKTAKOPT kpem koHcyaTHpaiite ce ¢ Bamms nekap.

Ako cre nponycHanu na nanoasare JAKTAKOPT
He npunaraiire aeofina 103a, 3a 1a KOMIIEHCHpaTe MponycHarata aosa JAKTAKOPT kpewm.

Ako cTe cnpenn ynorpedara ua JAKTAKOPT

AKO HMaTe HAKAKBH AOIBIHHTE/IHH BLIPOCH, CBBP3aHH C yNoTpe6arta Ha TOBA IEKAPCTBO, MOMMTANTE
Bauns nexap unu dapmanert.

4, Bb3MOXHH HeXeJaHH PeAKLMH

Kakro BeHUYkH nexapcTBa, TOBA JIEKAPCTBO MOXKE 8 MPEAWIBHUKA HEXKENAHH PEaKiHH, B
BCEKM T'H TIOTy4aBa. /|

Ilpu nevenue ¢ JAKTAKOPT kpeM ca cho0LIaBaHM TeXKH aNepruyHy peakuuy. IT
TEHKKA A/IePTUYHA PeaKius MOTAT Aa BIIIOYBAT:



- OTOK Ha JIMLIETO, YCTHHTE, YCTATA, €3HKA HWIH I'BPIIOTO
- 3aTpyAHEHO MperIbliaHe WM JUllaHe

- ¢bpbaw 06puB (ypTHKAapHA).

Crpere npiema Ha JAKTAKOPT kpem u HezaGaBHO MOThpceTe CMelIHA MEAHLMHCKA TTOMOLL, K0
3abenerkuTe HAH MOAO3MpPaTE MOSBATA HA HAKOS OT FOPEOIIHCAHHTE HEXENAHH PEaKLHH.

HApyru Hexenann peakuy, Habmoznaeanu nipH ynorpeGara Ha JAKTAKOPT kpeM, ca H3Gpoenu no-
IOITy:

Hegectn (Moke ga 3acersar g0 1 na 100 gymmm);
- Pa3Ipa3sHUTEHOCT

- KOXHO Ipa3HeHe

- YcelllaHe 3a MapeHe Ha KOXKaTa

- cbpbex

- YPTHKADHA.

C nenasecTna wecToTa (OT HATHYHUTE AAHHH He MOKe 1a ObAe HanpaBeHa OLEHKA)
- anepruyeH oOpHB MO KOXKaTa, TIPHIHHEH OT KOHTAKT ¢ KOXara

- 3aMEBITIEHO 3peHne

- o0pHE 1o koxara

- npobnem Ha mactoro Ha npwioxenne Ha JAKTAKOPT kpem

- 3a4epBABaHE HA KOXKaTa

- Bh3NANeHHe Ha KOXKATA

- CBET/IM ITETHA 110 KOXKATA.

Crobimasane HA HeXeNAHN PeAKIHH

AKO [ONYYHTE HAKAKBH HEXENAHH JIEKAPCTBEHH peakuMH, yBeIoMeTe Bammd tekap HnH ¢apmauesT.
Tosa BrMOYBa BCHYKH BB3MOKHY HEOMHCAHH B TA3M JIHCTOBKA HEXKEIAHH peakuHH, Moskere chllo O3
crObIMTE HEXKENAHH PEaKIMH AHPEKTHO Upe3 HALIMOHAITHATA CHCTeMa 3a chobiasane B:
H3mbiHHTeNnHA areHIMA O NEKapCTBaTa

ya. ,,Jlamau [pyer” Ne 8

1303 Codua

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

Kato chofimasare HexxeNlaHH peaklMy, MOXKETE Ja JafeTe CBOS NPHHOC 34 MOTy4aBaHe Ha [oBeye
HH(OpMaLua 0THOCHO 6e30MacHOCTTa Ha TOBA JIEKAPCTEO.

5.  Kak aa coxpanueare JAKTAKOPT
Ha ce cpXpaHaBa Ha MACTO, HEIOCTBITHO 32 AeLa.

Ja ce crxpanapa B xmanunuuk (2°C go 8°C), sunaru noGpe 3aTBOpeH.
Ja He ce 3aMpazspa.
Cpok Ha rogHOCT clIeN THPEO OTBapAHe HA OTIAKOBKATa: 3 Mecena.

JlexapcTBOTO MOXe la ce ChXPaHABA CAMO 34 ONpeAesieH MEPHOS OT BpeMe,
He msnomsgafite ToBa 1€KapcTBO CIIEM CPOKA HA TOJHOCT, OTOENA3aH BBPXY KAPTOHEHATA OTAKOBKa.
CpOKBT Ha rOAHOCT OTTORapA Ha IOCIEAHHA AEH OT IOCOMEHHA MECEIl.

He usnonspaiite ToBa iekapcTBO ako 3abenexxute BUOMMH Gene3n Ha HapyInaBaHe HA KAYECTBOTQ HA

TPOIYKTA. WA G

i HH%" it

n3sare. Tesu,

He m3xerpnsiiTe nexkapcTeata B KaHAIM3AUHATA WIH B KOHTeliHepa 3a AOMALIH
ITonuTalire Bawuma ¢apMaLeBT kak a M3XBEPIATE JI€KapCTBATA, KOMTO BEYE H
MEPKH Li¢ CIIOMOTHAT 33 OTa3BaHe Ha OKOJNHATa cpela.



6. Croabp:xkaHHe B ONAKOBKATA H JODLJIHATEIHA HHPOPMAUHSA
Kaxso cuabpka JAKTAKOPT

- AKTHBHHTE BELISCTBRA Ca:
MHKOHA30/10B HHTPAT
XHIAPOKOPTH30H

- Jpyrure cECTABKH ca:
OeH3oeHa kucemuHa E210
Oyrumxuapokcrannzon E320
JHHATPHEB eAeTaT

TJIMKOJ CTeapar

napaguH, TeueH

ONEOUIOBH MaKPOTOITTHLEPHIN
makporon 6-32 creapar
npedYucTeHa Boaa

Kax nsraexiaa JAKTAKOPT H KaKBo cHABPKA ONAKOBKATA

HAKTAKOPT kpem ce npemniara B TyGH no 15 rpama H BCcekm rpaM OT HETO Chabp:ka 20 mg
MHKOHA30JI0B HHTPAT H 10 mg XMAPOKOPTH30H.

HpuTexaren HAa pazpenieHHeTo 3a ynoTpeda
Johnson & Johnson d.o.0.

Smartinska cesta 53

1000 Ljubljana

ClopeHHA

IlpousBoauTen

Janssen Pharmaceutica N.V.,
Turnhoutseweg 30,

2340 Beerse,

Bbenrus

3a DOITEIHATENHA HHCbOpMa]_IPIH OTHOCHQ TOR& JIEKAPCTBO, MOJIA CRBPIKETE C& ¢ IOKAITHHA
NPEACTaBHTE Ha TIPHTCKATEA Ha Pa3pellleHHeTo 3a }’HOTPCGSI

buarapas

JhxounceH & JHxoHesu Bearapua EOON
#*.x. Mnapocr 4,

Bbusuec [apk Codus, crpanga 4

Codua 1766

Ten.: 02 489 94 00

e-mail: JISAFETY @its.jnj.com

JlaTa Ha mocienHA peAaKIHH HA JIHCTOBKATA
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