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JIMCTOBKA: HHOOPMAILIHAA 3A IIOTPEBUTEJIA

Jiokona JInmokpem 0,1% xpem
Locoid Lipocream 0.1% cream

Xuapoxoprazonos Gyrapar (Hydrocortisone butyrate)

IIpouerere BREMATEIHO NAIATA THCTOBKA IPelH Ja 3aN0THETE A4 HINON3BATE

TOBA JIEKAPCTBO.

- 3anaseTe Ta3# nucTorKa. Moxe Aa WMaTe Hy»*a Ja A TIPOYETETE OTHOBO.

- AKO HMaTe HIKaKBH AOITLTHHTETHH BBIIPOCH, ouMTaliTe Bansns nekap unn
tapmauesT. ,

- Togra nexapereo ¢ npeanucaygo nuyHo Ha Bac. He ro npeorcrinealite va apyru
xopa. To Moke ga MM HaBpeH, HE3aBMCHMO OT TOBR, Ye TEXHHTE CHMIITOMH Ca
CBHIOHTE kaTo Bammre.

- Ako HAKOA OT HeXKeTAHUTE JIEKAPCTBEHH pEaKLUH CTAHE CEPHO3HA, HITH
3abeexknTe APYTH, HEOTIHCAHH B Ta3H JINCTOBKA HEXENAHH PEaKIHH, MOITA
yrenomeTe Bawng nexap unn gapmauesT.

B Taz® AHCTOBKA:

Kaxso npencrasnasa Jlokoux JInrokpeM H 3a KakBo ce H3N013Ba
Ipemu na uznonseare Jlokona Jlunokpem

Kax na nznonseare Jlokonn JIunokpem

BB3IMOKHH HEMXcETTAaHH peakiiH

Kak na cexpanssare Jlokoun JIunokpem

JonbaHnTenya nHbopManus.

AR N -

1. KAKBO HPEACTABJIABA JOKOH/ JHITOKPEM H 3A KAKBO CE
H3MIOM3BA

Jlokoua MunokpeM cuaAbpka XOPMOH OT KOpara Ha HaadLOpeutTe (KOPTHKOCTEPOND) H
6bp30 HAMANABA CHMIITOMHTE HA HAKOM KOXKHH 3abongBaHus - cbpOexk, 3auepaiBaHe,
JIOUICHE HAa KOXKATA.

KoptHKocTeponanTe He JeKyBaT ocHOBHOTO 3abondsane.

OcHoBaTa Ha kpeMa € ce MpUIara npy KoxkHH 3a6011BaHAA ¢ LeN HaMaJaBaHe Ha
BNXHOCTTA.

Jlokonn JIumokpeM MoXe Aa Ce H3MON3BA 32 JIEUCHHE Ha Bh3MATHTENHH KOXHH

3aBonsranuA (KOKTO HE ca MPUMAHEHH OT MHKPOOPTaHH3MH ), IPHAPYKEHU Che Chplex,
3ayepBABAHE WM JIOUICHE HA KOXKaTa.
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.HDKOEQ HHHOKEM € NO0Ka3aH NPH Bh3PAacTHH, AcUA H KbpMa4eTa HAl 3-meceuna
BD' CT.

Jlokxonp JIumoKpeM cbIbpXka noBeve Ma3HHHA OT OOMKHOBEH KpeM U 3aTOBA €
CHELHATHO NMOAXO0OAL NP KOXKHY 2a00NABAHHA CbC CYXa KOXKA WIH CMECEHH TAKWBA -
OTUACTH CYXA H OTUACTH BJIAKHA KOXKA. :

2. MTPEAN JA H3OA3BATE JJOKOHJ JIMITIOKPEM
He s3nonseaiite Jloxoun JIunokpem

®  AKO HMaTe KOKHW 3a00NIBAHNUA, GPHIHHEHU OT HHOEKITWH, NPeAH3IBHKAHA OT
Oakrepun, BrpycH, rebuvxH, apoxay wiH napasutH. Tesn 3abonssanns Moke na
CE YCRONHAT HITH MAacKHpAaT.

* Axo HMarte akHe, KakTo H 3a4cpBABaHE HA KOXKaTa.
A¥Ko HMate paHH WIH HXTHO3a

® AKo HMaTe KOXKHH 3a0014BaHHA, KOHTO MOXe /Ia ca B Pe3yNTaT Ha NPEAHITHO
AEHEHHAE ¢ KOPTHKOCTCPOHIH, KATO BB3NATIEHHE Ha KOKATa OKOJIO YCTAaTa,
H3TBHABARE Ha KOMKATA, BBIMOXHO ChC CTPHH, YYTUTMBH KPBBOHOCHH CHIOBE.
Tpr o6pwe Ha meua ¢ moabuTH (HaGHTH) OT XOJleHe kpaKa.
AKoO cTe anepruvyHy (CBPbXYYBCTBHUTENHH) KbM XUAPOKOPTH30OHOB GYTHpAT Win
KBM HAKOS OT OCTaHAMHTE CheTaBkd Ha Jlokonn JIMniokpeM (KOeTo HacThIBa
pAAKo). Buxre cuio Touka ,.Baxna HHHOpMALMS OTHOCHD HAKOH OT CRCTABKHTE
na Jlokouz Jlnmokpem™

O0npHeTe cenBa/IA0 BUAMABNE HpH ynoTpeba Ha Jloxona JInnokpem

¢ KoskaTa Ha JiLeTo B B 001acTTa Ha TeHHTAIMHTE, KaKTO H NPH KOKHATE rbHKH €
ocoBeHo YyBCTBHTENHA KbM KOPTHKOCTEPOHM, OpaH KoeTo Tpabsa na ce
TPETHPa BHUMATEIHO.

e Ako npunarare Jlokoun JIunoxpeM moa Oanaxk HITH MpeBpB3Ka WK BLPXY
roNAMa KoxHa MOBBPXHOCT, WM TPH Xela, € HeoGX0aMMO Ja ce H3BBPIITH
JeKapcky npernen.

o Jloxoun JInmokpem He TpAGBa Na Momiaja B ouvTe W He TpAOBa Ka ce HaHacs
BBPXY KICTAYHTE.

* [IpomemxwurenHara ynotpeba Ha KOPTHKOCTEPOHIH BBPXY rolaMa KOXKHa
MOBBLPXHOCT TpsAbBa fa ce n3d4rsa npu Aclia.

KoHcynmupaiite ce ¢ Bamug nekap, ako HAKOe OT rOpeonUMCAHHTE NPEAYIPEXKIECHHA ¢
oTHacH 1o Bac.

Axo cnen npoxwbkHTENHO NeveHHe ¢ Jlokoun JTunokpeM 3aGomaBaneTo ce MosBH
OTHOBO CJigJl KpaTKO BpeMe, Bre TpaGBa 1a ce KOHCYNTHpATe ¢ IEKapA CH.

Ho speme Ha nevenneTo: /
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Crupxete ce ¢ Bainns nekap, ako uMare 3aMbrIEHO 3peHHE HITH APYTH 3PHTENHH
CMYILCHKS,

Ynorpeda Ha APYIHE JeKkapcTBa

Mons, 3abenexere: Cnegante 3abene)kKH MoXke 1a ce OTHACAT Chlllo A0 ynoTpedara Ha
AexapcTea B Gi3koTO MPHATO WK OnH3koTo Obaeme. Mons undopMupaitte Baums
nexap UnH QapmaneBT, ako IpUEMaTe HIH HACKOPO CTe IPHEMAH JAPYTH NIEKapcTBa,
BKJTFOMMTEITHO M TaKiBa, oTHyckaHH Ges pelenta.

BpemennocT, XEpMeRe 1 PepTHARTET
Bpemennoct:

HsaMa Wi HMa orpaHHYeHO KOJIMYEecTBO JaHHH 3a ynotpebaTa Ha BACOKH 1034
KOPTUKOCTEPOHN NpH OpeMeHHH xeHH. THH KaTO caMO MalIKO KOJIHYECTBO OT
AKTHBHOTO BEMIECTBO € HATHYHO B KpbBTA NpH ynorpeba Ha Jlokona JIumokpeM, Toit
MOXKE 12 ce M3TTONI3BA 32 KPaTKO BpEME H BBPXY MAITKH YMacThUH Ha KOXKaTa.

Toucxatite cuet o Bammsa nexap uitH papMaLeBT npean ynotpeba Ha BCAko
nekapcTeo. Ako uckate fa nanonzsate Jlokonn Jlunokpem no epeMe Ha GpeMeHROCT
TpabBa MbPBO 4 Ce KOHCYRTHpaTe ¢ Batmna nexap.

Knpmene:
JIOKDH,II HHHOK])CM MOXE A Ce U3{10/13Ba OT KECHH, KOHTO KbpPMAT, aKO JICHCHHCTO ©
KPaTKOCPO4YHO, a MPOAYKTHT ¢€ NpWiara BLpXy Malki yuyacTbuH. IIpenoprusa ce na ce

H30ATBAa HAHACAHE Ha MPOXYKTa AMPEKTHO BbPXY rbpaara. [Ipun npoawmkurenuo
fledecHHe HITH TIPH TPETUPAHE Ha rolleMH KOXKHH y4acThIV He ce fTPENnophuBa KbpPMEHE.

Fonckaiire ceBet oT Bawns nexap unu papmaneBt npeau ynotpeba Ha Bcako
NlekapcTBo. AKO HCKaTe Aa u3noazsate Jlokoua JIunokpeM no Bpeme Ha KbpMeHe TpabBa
ILPBO 214 C€ KOHCYJITHpaTe ¢ Bams nexap.

PepTRIAMTET:

Hama maHfH MpH *KHBOTHH HITH X0pa 3a BirAuHeT0 Ha Jloxonn Jlunokpesm Bopxy
depranmTeTa

Hlodnpane u paGoTa ¢ MAIIEHH

Hsama navnu 3a edexra Ha Jlokoun JiunokpeM BbpXy cniocoOHOCTTa 3a lodupaHe H
paboTa ¢ MalIHAH, HO TaKBB €eKT He Ce 0YaKBa.

Baxna gagopManis 0THOCHO HAKOH OT cheTaskiTe HA Jlokona JIanokp



[{eTocTeapUITOBKAT ANMKOXOM MOXKeE J1a NTPeAH3BHKA TOKAIHH KOKHH PeakuHy (Harp.
KOHTAKTCH JACPMAaTHT}.

IMpoman rapaxnapokcuGenzoar (E 216) Moxe Ja NpeH3BHKa ATCPrHYHA PeakuMH
(BB3MOKHO 330aBEHN).

BeH3UROBUAT aNKoX0 MOKE Aa MPHYHHM JIEKO IOKAIHO Jpa3HeHe.

3. KAK JA H3TIONIBATE JOKOHJ JIHIIOKPEM

Jlokoun Jlunoxpem Tpabera na ce BaHacd Ha THHEK H paBHOMEpPEH CNIOH BLPXY
3acerHatara koxa. He TpaGBa na ce npunara noseye oT 1 1o 2 1TLTH AHEBHO, aKO CKApA
HE € NPEANACAN Apyro. AKO OTUIAKBAHAATAa HAMATEAT JIEKApAT MOXKE Ja BX MOCHREETBA fia
w3nonssare Jlokouna Jinnmoxkpem no-paiako.

O6uxHOBeHO He TpAGBa Ia u3nomn3eare mosede ot 1-2 Ty6H or 30g Moxona JlnnokpeM 3a
eJHA ceIMMIIA.

AKo cTe H3M013BANHA TOBeYe OT HeoOXxogAaMata no3a Jlokona JIanoxpem

AKO cTe npuesk moeeye 0T HeoOxognmara Ao3a JlokoHn JIunoxpem, MoXe 1a HACTBNAT
HEXENAHNTE PEAKIMH OTIMCAHH TO-I0MY B TOYKa ,.4. Bb3Moxknn HexenaHu peaxuvn”. B
TaKBB cITy4ait, HezabaBHO ce KOHCYATHpaifTe ¢ Bamms nexap umu papMauenT.

Axo cTe nponycAaH 1a winoassare Jlokous JInmoxpem

Axo BefiHbk cTe 3abpaBrin na Hanecere Jlokoun Jlunokpem, npoasiukete Jlokous
JIumoxpeM no obudaitnus HaduH. He e HeoOXoaHMo Aa nipriarate no-roiamo
komuectso Jlokona Jlnnokpem.

Axo cre cupenn ynorpebara na Jloxona Jlanoxpem

Ao nedennero ¢ Jlokong JTdriokpeM ce cripe TBRpAe paHo MOXKE 12 ce Bh3BbPHaT

TLPHOKAYANHHTE CHMITOMH. BuHark ce koHcymtHpaiite ¢ Batiua nekap, ako
BB3HAMEPABATE [ CTIPETE JIEHEHHETO.

4. Bb3MOXHH HEXEJAHH PEAKIIMH

Kakto BcHukM nekapcrsa, Jlokona JInnokpem moike Ja Mpean3BHKa HEKETAHH PeaKkLuy,
BBIIPEKH Y€ HC BCCKH T'H NTOTy4aBa.

Hokaro uznomeare Jlokoun JInmokpeM Morat Aa HacTLIAT CIEIHATE HEXKENaHH
peaxkumu:

Hudpexyuu u 3apasnsarnus
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C HeH3BeCTHA 9eCcTOTA (0T HATHYHHTE JAHHYW He MoXkKe [Ja ObJe HanpaseRa ofleHKa)
®  KOXKHA HHpEKUHA

Hapywenus na umynnama cucmema
C neu3BecTHa TecToTa (OT RATHIHAHTE JaHAHR He MoXe Aa Obje RaNpaBena oNeHKa)
. CBPLXYYBCTBHTENHOCT

Hapywenus na endoxpunnama cucmema
Mpuoro peaxs (apnr no-manke or 1 ot 10 000 nannenTH)
®  AIpeHOKOPTHKAITHA CYTIpecHA (MOTHCKaHe Ha HanObOpeyHara xnesa)

B ciygaii Ha NPOABIIKUTENHO ICYEHHUE ¢ KOPTHKOCTEPOAIN HAaHECEHH BBPXY KOXKaTa, Te
MOTAT [1a TPOHHKHAT TNIPE3 KOXKATa H Ja HARNA3AT B KPBBTA. Toea Moxe Aa gqosene no
ANpEeHOKOPTHKAITHA CYTIPECHI. PHCKLT OT CHCTEMHH HEXENTaHH PEaKLUHH € [O-TOMAM B
Clyqail Ha:

TIPHIIOKEHHE NMPH OKJTY3HA (TIOX NPEBPL3Ka, B KOXKHH MEHKH)

OPHAGKEHHE RBPXY FONEMH KOKHH YJacThIH

MNpOABILKHTENTHO JIEHEHHE

fipuaoXKeHHe pH Ae1a

Hapyuienus na oyume
C Hen3BeCTHA 4ecTOTA (0T HANRYHHATE AAHAH He Moke 1A (bAe HANPABEHA ONEHKA)
e 3aMBrieHO 3pCHHC ¥ 3pHTCNIHA CMYLLICHHA.

Hapywenus na xoxcama u nOOKONCHAMa MbKan
Peaxn (upn mosete ot 1 ot 10,000, 5o npa no-maaxo ot 1 ot 1,000 nangenrs)
e ycelllaHe 3a NapeHe WK CbpOeik Ha KOXkaTa, TpeTHpaHa ¢ Jloxoun Jlunokpem.
Tosa 0OGMKHOBEHO He € CEPHO3HO H H34e3Ba 0T camocehe cH.
¢ OGe3uBeraBale WIH H3THHABAHE Ha KOXaTa (decTo HeoOpaTHMO), NOHAKOra Chbe
CTpHH, pastIspABaHe HA KPBBOHOCHUTE ChIOBE B KOXKaTa.
o  [TwmkH win 3arHoABaHe, aKO CTE H3TION3BANH TIPOXBILKHTENTHO BpeMe Jlokons
Jlunokpem aom OKTy3us.
¢ Ekzema vn¥ Be3ManeHue Ha KOKaTa (A¢pMaTHT), BKIOYHTENHO KOXKHO
BB3NaleHHE B Pe3YIITAT HA KOHTAKT ¢ Jpa3HEINH BEUWIECTRAa HITH BEIICCTBA,
NpeU3BHKBAH CBPEXYYBCTBETENHOCT (KOHTAKTEH ASPMATHT).
C men3BecTH2 96CTOTA (OT PANATANTE JAHHA HE MOKe 12 ObJe HANpABCHA ONEHKA)
e 00puB, cbpbek

Obwyu HapyuieHus ¥ CocMOAHUA 6 MACIMOMO HA NPURONCEHUE
Pegxn (npn nosewe ot 1 or 10,000, 5o npr no-manxo or 1 or 1,000 nanrenTn)
e EBIOMaBAHE HA KOXHOTO 3a00Ngeane clel cHpaHe Ha NedeHHero (,,pebayH-
edext”).
C mes3BecTHA 9ecToTA (0T HANHYHHTE NAHHHA He moske 3 Obae HalpaBeda
¢ Donka B MACTOTO Ha TIPHITOKEHHE.




Cro0mabane Ha HekeJIaHH peaknaHn

AKO NOMYYHTE HAKAKBH HEMENAHH NEKapCTREHH PEaKIHK, yrenoMere Bamwsa nekap,
(bapMaIICBT HITE MCOHLHHCKA CeCcTpa. Topa BKIFOUBa BCHMKW BBE3IMOMXKHHY HEONMMCAHH B
Ta3H JIMCTOBKA HEKeNaHW PEaKIWH. MoxkeTe ChINo Na ChodIKTE HeXeNaHH peakuMH
AHAPEKTHO Ypes:

H3nBTHATETHA areHuHs Mo TeKapeTBara
yn. ,Jlaman [pyes” Ne §

1303 Codmsa

Ten.: +359 2 8903417

yebcaitT: www.bda.bg

Kato crobaparte HeskenaHH PEAKLHH, MOXKETE J1a JAJETE CBOA [IPHHOC 3a NMoTy41aBaHe
Ha HOBLYe HH(bOpMﬂI.lH}i OTHOCHO 0e30MacHOCTTa Ha TOBA JICKapCTBO.

5. KAK JA CBXPAHSABATE JOKOH A JIMIIOKPEM

Jla ce chXpaHABa Ha MACTO, HEIOCTHITHO 3a A€La.
Ja ce cexpansBa npu TemMneparypa nox 25°C. Jla He ce chXpansBa B XAaIWIHHK HIH

bpuzep.

Jloroun JIumokpeM He TpAOBa J1a ce W3MON3EA Clie]] H3THYAHE CPOKA HA TOAHOCT, O3HA4eH
BBPXY TyDaTa H KapToHeHaTa onakoBKa. CpoKbT Ha FOJHOCT OTTOBaps Ha MOCTeAHAS JieH
OT TIOCOYeHMS MECETI.

JlekapcTeara He TpaOBa 1a ce H3XBEPNAT B KAHAM3aLMATa HIH B KOHTEHHepa 3a
JoMamHK otnageiy. [MonuTaiite Bamus ¢papMatesT Kak Ja yHHIIOKHTE HEHY) XHUTE Br
JiekapeTBa. Te3x Mepxw (e CIOMOrHAT 3a Ofla3BaHe Ha OKONHATa CPEaa.

6. TOITHJIHUTEJTHA HHOOPMAILIHA

Kakno chabpxa Jiokona Jinnokpem
AKTHBHOTO BelllecTBO € XHIpokopTH3oHoB OyTHpat (hydrocortisone butyrate).

I g ot kpema Jlokonz Jlonokpem cuAbpiKa aKTHBHOTO BEINECTBO XHAPOKOPTH3IOHOB
oytupar (hydrocortisone butyrate) 1 mg.

JlpyruTe CHLCTaBKY ca: LETOCTEAPUIIOBR ANKOXOII, MAKPOTON UEToCTEapHIIeTep, MapaduH
neK TeveH, napaduu 641 Mek, npomun napaxuapokcubensoar E216, Gensnnos ankoxon,
NMMOHeHa KucenkHa, Gessonna E330, narpues untpar, Gesponen E33 1, npevucrena
BOAA

Kax marnexaa Jlokong JIanoxkpeM 1 KaKgo LKA ONAKOBKATA
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Jloxonn JIunokpeM e ¢ 640 UBAT, nocTaed B Ty6H oT 15 wiu 30g. TybuTe ca onakoBaHu
B KAPTOHEHa KyTHS C 5KBAT /CHB/ Gan UBST ¢ oTneyaraHdo o3HayeHHe Jlokona Jinmoxpem
0.1%.

He BCHMUKH ONMAKOBKM MOTAT J1a OLJAT MyCHATH B rpogaxia.

IIpHETEXATEN HA paspemIEHAETO 32 YHoTpeba:

LEO Pharma A/S
Industriparken 55
DK-2750 Ballerup

Jaxua

Mpor3soxnTen:

Temmler Italia S.R.L.
Via delle Industrie 2
20061 Carugate (MI)
Hranus

Jata na nocirenno ogofpenne Ba NRCTOBKATA
08/2020




