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1. UME HA JIJEKAPCTBEHHA NPOAYKT e

®ycrxopr 20 mg/1 mg/g xpem
Fucicort 20 mg/1 mg/g cream
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2, KAYECTBEH H KOJIHYECTBEH CbCTAB

Enuu rpaM kpem coaepxa 20 mg dy3unosa kuce mna (KaTo xeMuxmapar ) n 1 mg OeTamMerason
(kaTo O6eTamMeTa30HOB Balepar).

3a NBIHNA CIHCHK Ha TIOMOLIIHATE BENIECTBA BUXKTE TOYKA 6.1.

3. JEKAPCTBEHA ®0OPMA

bsan KpeM.

4. KJHHHAYHHA JAHHH

4.1. TepaneBTHYAH NOKA3AHHA

DyCHKOPT KPEM CE [IPWIAra 3a JCHYCHNE HA Bh3NATUTEIHN JePMaTo3u, KaTO aTOITHYHa €K3CMa H
KOHTAKTEH JEPMATHT NPH HAJTHUHE HA CBOBTCTRAINA GakTepHaTHa HHGOEKIMS HITH OMacHOCT OT
IIQABATAa HA TaKaBa.

4.2. J03HPOBKA M HAYHH HAa OPHJI0KEHHE

PyCHKOPT KPEM €€ HAHACHA BEPXY 3aCErHATHA Y4acTHK Ha KOXKATA 2 IbTH THEBHO.

4.3. IIpoTHBONOKAIAHHA

CBpBX4YyBCTRATEIHOCT KbM (Dy3UH0BA KHCETHHA/HaTpues Gy3HAaT, GeTaMeTa30H BaJiepaT HIH
KbM HAKOE OT IIOMOIIHHTE BeMEecTBa, H30poeHH B TOUKa 6.1.

Ilopaay CLABPKAHHETO HA KOPTHKOCTEPOH, PYCHKOPT € MPOTHBOIOKA3aH NPA CICAHUTE
CHCTOSHHA:

CucTeMHH rbOHYHN HH(pEKITHH

[TepBHYHH KOXKHY HHGEKIHH MPHIHHCHH OT TEOWIKH, BHPYCH HIH OaKTe€pHH, HEIEKYBAHH WIH
HEKOHTPOJIHPAHH 4Ype3 NOAXOAKIIO JedeHHe {BHXK TouKa 4.4)

KoXHH IPOSABH CBBP3aHH C TyOEpKYNIO3a, HEACKYBaHH MK BEKOHTPOIHPAHH Ype3 MOIX 034110
JeYeHHAS

[lepnopanen AepMaTHT H po3anes

4.4. CnenuajH¥ NpeAyNpexIAcHHA H NpeANa3HH MEPKH NPH ynoTpe



Tpabpa ga ce u3bArBa IBArocpoUHATA MPOABIKHTEIHA JIOKANHA TepanHud ¢ PyCHKOPT.

B 3aBHCHMOCT OT MACTOTO Ha MPWIOKEHHE, BHHATH TPAOBa fa ce uMa MpeJBHA BE3MOXHA
CUCTeMHa abcopOuma Ha GeTaMeTa30H Bajlepar Mo BpeMe Ha JedeHHEe ¢ P YCHKOPT.

[lopaau ¢LABPXAHHETO Ha KOPTHKOCTEpOonA, DycukopT Tpabea na ce ynorpedasa
BHHMATEMHO B 61M30¢T Do oyuTe. Ja ce u3barsa nonagane Ha PycHKoOpT B OYHTE (BHX TOYKA
4.8).

Beaeacreue cucreMuatra abcopOuus Ha NOKaANHH KOPTHKOCTEPOUAH MOXKE [a ce MOJTy4H
o6GpaTHMO NOTHCKAHE Ha XMNOTanaMo-xunoduzapuo-Haxosbpeunara (XXH) oc.

®Oycukopt Tpabea 1a ce ynoTpeOaBa BHUMATENHO NPH AeLla, ThH KaTo IIPH NEAHATPHYHUTE
NAUMEHTH MOXKE J1a C€ IIPOABH NO-TOIAMA YYBCTBHTEHOCT KbM JIOKANHH KOPTHKOCTEPOUIH —
HEAYIHpano noTuckane Ha XXH oc n Cunapom Ha KyIIMHT, OTKONKOTO NPH Bb3PaCcTHH
nanueHTH. [Ja ce m30ArBaT roleMH KOMMYECTBA, YCJIOBHA Ha OKNY3HA H NPOABIIKHTCITHO
nedyeHne (BHXK Touka 4.8).

Mopaau cxaspskaHBeTo Ha GeTaMeTa3oH Bajepart, MpoALIXHTENHATA JOKalHa ynorpeba Ha
(DYCHKOPT MOXKE Jla IPHIHHN aTpodHd Ha KOXKaTa.

Crobmasa ce 3a CIydad Ha GakTepHaJIHA PE3HCTEHTHOCT NpH ynoTpeba Ha ¢y 3ua08Ba
KHcenHHa. KakTo IpH BCHYKH aHTHOHOTHIH, NPOABLIKHTEIHATa WIH NEPHOAHYHA ynoTpeba
MOJXE Ja IIOBHIIH PHCKA OT PA3BUTHE HA AHTHOMOTHYHA pe3ncTeHTHOCT. OrpaHH4aBaHe Ha
JICYEHHETO ¢ ToKANHA GY3HI0BA KHCEJHHA M GeTaMeTa30H Bajepar 0 He MoBeYe 0T 14 HH Ha
KypcC, 1li¢ HaMaJIy PHCKAa OT Pa3BHTHE Ha PEIUCTCHTHOCT.

ToBa cBI0 Npeanassa OT pPUCKa HMYHOCYNIPECHBHOTO ACHCTBHE Ha KOPTHKOCTEPOHIaA Aa
3aMacKHpa NOTEHLHATHA CHMITOMH Ha MHOEKIHY, IpHUHHEHH OT 6akTepHH ¢ aHTHOHOTHYHA
PE3HCTECHTHOCT.

[Nopaau cBABPKAHAETO Ha KOPTHKOCTEPOM, IPUTEXKABALI HMYHOCYIIPDECHBEH E(EKT,
DyCHKOPT MOXKE [1a C€ CBBPIKE ¢ MOBHIIEHA YYBRCTBUTE/NHOCT KbM HHQEKIHA, BIOMIAaBAHE Ha
ChIlECTBYBamla MH(EKIHA H AKTHBUPAaHE Ha JaTeHTHa nHpekuud. IlpenopbpyBa ce
NpeMHHABAHE KbM CHCTCMHO JICICHHIE, aK0o HHPCKIMATA HE MOXKE Ja OBJC KOHTPONHPaHA C
TOKaJTHO NeMeHHE (BHXK TOUKA 4.3).

DyCHKOpPT KpeM ChABPXKA KETOCTEAPUIT AJIKOXON U XJIOPOKPE30a KaTo NIOMOIIIHH BeIIECTRA.
KeTocTeapun ankoxonsT MoOXe Ja MPHYHHH JIOKANHH KOXKHHM PEaKi[HH (Hanp. KOHTAKTEH
JACPMATHT), 4 XJIOPOKPE30NBT, MOXE Ja NPEeAH3BUKA AJIEPTHYHH pPEeaKIHH.

4.5. B3aHMojAeHCTBHE ¢ APYTH JeKAPCTBEHH NPOAYKTH H APYTH OPMH HA B32HMOIeiicTBHE

He ca npoBexnaHH Npoy4BaHng 3a B3auMoecTpue. CMATa ce, 9¢ B3aUMOACHCTBHATA C
CHCTCMHO aAMHHHCTPHPAHH JEKapCTBCHH IIPOAYKTH a4 MHHHMAJIHH,

4.6. Q@epTRATET, OPpEeMEHHOCT H KhpMeHe

bpeMeHHoCT
Dy3HN0BA KHCCIIHHA:

He ce ouakBaT epeKTH 110 BpeMe Ha 6PEMEHHOCT, Thil KaTO CHCTEMHOTO H3narase Ha §y3unosa
KHCENIHHA € HE3HAYHTEIHO.

betaMmera3oH Banepar:
Hsima suTH CBINECTBYBAT OTpaHHYECHH JIaHHH 3a YoTpeOara Ha JIOKaTHHA O
npu 6pemenHn keHH. IIpoyyBaHus npH AHBOTHH ¢a NOKA3aITH pEnpoay,
(Bmx TouKa 5.3).



dycukopTt He TpAOBa Aa ce ynoTpebapa no speme Ha OPEMEHHOCT, OCBEH aKO KINHHIHOTO
ChCTOAHHE Ha )KEHATA HE H3HCKBA JIcUcHHe ¢ Gpy3ua0Ba KMCEITHHA H OeTaMETa30H sanepar.

Knpmene
He ce ouakBaT eeKTH BEPXY KbPMEHETO HA HOBOPOACHOTO/NIEIEHAYETO, THH KATO CHCTEMHOTO

H3J1araH¢ Ha NOKAITHO MpHIcXKeHHTE PY3HAOBA KHCEIHHA H OeTaMeTa30H BaNepaT BEPXY
OTpaHHYEH Y4acThK OT KOXKATa Ha XeHaTa-KhpMa4Ka € HE3HAYHTENHO.

dbycuKopT MOKe Aa Ce yIioTpe6aBa 110 BpEME Ha KbPMEHE, HO ¢€ MpenophuBa Aa ce H3bsiraa
npunoxkeHue Ha QyCHKOPT BBpPXY rbpaara.

DepTHaureT
HsaMa xinHuYHH poy4BaHud ¢ PyCHKOPT N0 OTHOIMISHHE HA (PEPTUIHTETA,

4.7. EpexT BLPXY cHOCOOHOCTTA 32 Wodupade H paboTa ¢ MAMHAHA

OyCHKOPT He NOBIHABA WITH NOBIMIBA HEHAUMTEHO CNOcoOHOCTT 32 modupane nnu pabora
¢ MamIMHH.

4.8. Hexeqang JeKaPCTBEHH PeaxX M

OueHkaTa HA YECTOTATa HA HEXENAHHUTE NEKAPCTBEHH PEAKIMH C€ OCHOBaBa Ha 0000IeH
AHAJNH3 Ha JAaHHH OT KNTHHHYHH NIPOYYBaAHHA H CIIOHTAHHHA C'BOE]]IGHHH.

Haii-qecTo ¢HOGIIABAHATA HEXENAHA TEKAPCTBCHA PEAKIHS IO BPEME Ha JICICHHE € CHPOEXKBT.

Hexenanure nexkapcTBeHH peaxuuy ca onucann ot MedDRA SOC, a nHAMBHIyaNHHUTE
HEXEJIaHH JIEKAPCTBEHH PEAKITHHE Ca OIMCAHM KATO C€ 3al0UHE OT Haii-4ecTo ¢hoOIIaBaHHTE.
B1B BCAKO IpYNMHpaHE MO YECTOTA HEXKETAHNUTE JICKAPCTBEHHM PEAKIHH €2 NPCACTABCHH B
HH3XOASI pER HO CEPHO3HOCT.

MHoro uectH > 1/10

Yectn >1/100 u < 1/10
Heuectu >1/1,000 u < 1/100
Peaxu > 1/10,000 1 < 1/1,000
MHoro peaxu < 1/10,000

Hapymenns B HMyYHHATA CHCTEMA

Heuectn CepBbXYyBCTBUTETHOCT

(=1/1,000 n <1/100)

Hapynmienus HA KOKaTa H NOAKOXKHATA THKAH

Hegectn KoHTaKTe¢H qepMaTHT

(=1/1,000 n <1/100) Exszema (Bromapane Ha 3ab0onsBaneTO)
YyBCTBO 3a IAPEHE Ha KOXKATa
Crpbex
Cyxa xoxa

Petxu Epurema

(=1/10,000 u <1/1,000) YpTHKapHs

OGpuEB (BRIOYHTENHO epHTEMA
reHepannsupad oOpHs)

O0mu HapymIenH A H peakimHy HA MACTOTO HAa MPHJAOKECHHE

Hevyectn Bonxa HAa MACTOTO HA




(=1/1,000 u <1/100) PaznpazHeHHe Ha MACTOTO HA IIPHITOXCHHE

Penxu [TonyBaHe Ha MACTOTO Ha MPUNOKCHHE
| (=1/10, 000 u <1/1,000) Be3HKYIH Ha MACTOTO HA MPHIQXCHHE

CucTeMHHTE HEXEIIAHA NEKAPCTREHH PEaKIMH HAa KOPTHKOCTEPOHAHTE, KaT0 6eTaMeTasoH
BaJIEpaT BKIIOYBAT apEHANHA CYNIpecHA 0coHeHO NPH NPOABIIKHTEIHO JIOKANHO
AIMHHECTPHpAHE (BIXK TOUYKA 4.4).

Morart fa c¢ Ha0moaBaT NOBHIICHO BHTPEOYHO HANIATAHE H INIAYKOMa CIe/ JIOKAJIHO
IPWIOXKEHHE Ha KOPTHKOCTEPOHIH B OTH30CT A0 OUHTE, 0COOEHO NPH NPOABIDKHTEITHA
YIIOTpeta ¥ NPH NaNHEHTH, IPEAPA3NONeKeHH KbM PA3BHTHE HA TIIayKOMa (BIK Touka 4.4).

JepMaToNOrHYHATE HEXE/TaH) TeKapCTBEHH pEaKMH Ha MOILUIHHKTE KOPTHKOCTECPOHIH
BKJTFOYBAT: aTPOdHA, JePMATHT (BKN. KOHTAKTEH JEPMATHT H aKHE(OPMEH JCPMATHT),
MCPUOPANICH JCPMATHT, KOKHH CTPHH, TEACAHTHCKTA3HA, pO3aALCH, CPHTEMA, XHIICPTPHX 034,
XHOEPXHAPO3a H AeMUIMeHTalud. Moxe aa ce Habnioasa cpOl0 B €KXHMO32 NpH
MPOABIAKHTENHA YIIOTpeOa Ha NOKATHU KOPTHKOCTEPOUN.

Hexxenann nexapCTBEHH PeaKLMH XapaKTEPHH 32 KOPTHKOCTEPOUIHTE €2 HEYECTO ChOOIIaBaHH
3a QycHKOPT, KaKTO € OMMHCAHO B TabNHLATA 332 H4ECTOTAaTa No-rope.

IeauaTtpyuua nonyaauus
Ha6niogasanusT npodui Ha 6e30macHoCT e Hoa00e IpH lena i Bb3pacTHH (BHX To4ka 4.4).

Crobuarane Ha mOAO3HPaHU HEKEIAHH PEaKIHH
C100masaneTo Ha MONO3HPAHM HEXEIIAHH PEAKIHH CJIe/l pa3pellaBane 32 ynoTpeda Ha

JICKApPCTBEHHA NPOLYKT € BaXHO. ToBa [O3BOJIABA 1A MPOABIINKH HAOMIONEHHETO HA
CBHOTHOLIEHHUETO MOJI3a/PHCK 32 TEKAPCTBEHHA NPOAYKT. OT MEJHIHHCKHTE CIIEIIHATHCTH ce

M3HCKBA Ja choOMIaBaT BCAKAa MOJO3HPAHA HEXCAAHA peaKiua Upes:

N3mreHATENHA areHIHA 110 JIEKAPCTBaTa
ya. ,,Jlaman I'pyes” Ne 8

1303 Codun

Ten.: +359 2 8903417

yebcaitr: www.bda.bg

4.9. llpeno3npane

Hsma Hanugana HHQOpMAIHA 33 NOTECHIHAIIHA CHMIITOMH H NPU3HALM, ABJXKAMY CC Ha
Npeo3HPaHe Ha JOKATHO NpUIoXKeHaTa Gy3H10Ba KHCeTHHa. Moxe aa ce passHAT CuHApOM
Ha KyIIHHT ¥ aApeHOKOpPTHKANHA HEAOCTATHHHOCT CJICA JIOKANHO MPHIIOXKCHHC Ha
KOPTHKOCTEPOHAM B MOJIEMH KOJIHYECTBA H 33 MOBEYE OT TPH CEAMMIH.

Maxko BepoATHO € 1a BMa CHCTEMHH ITOCIEACTBHA OT APEA03HpaHe Ha aKTHBHHTE CYOCTaHIHH
CJIe] CIy9aeH NpHeM mpe3 ycrara. KoxuuecTBoTo Gy3HI0Ba KHCEHHA B €1HA TyOa PyCcHKODPT
He HaABMILIABA JHEBHATA OPAaJIHA Z03a 32 CHCTEMHO JedcHHe. ENHHHYHOTO OpanHO
NPEeONpPaNe HA KOPTHKOCTEPONAN PAAKO IPEACTABAABA KIHHHYCH IIpodaem.

5. ®PAPMAKOJOTHYHH CBOHCTBA

S.1. PapMaKOAHHAMHYHE CBOHCTBA

ATC koa: DO7TCCO1




DYCHKOPT KPEM NPHTEXaBa [IPOTHROBB3NAIHTENHOTO ¥ AHTHIIPYPUTHHO3HO AECHCTBHE Ha
OeTaMeTa30Ha H AaHTHOAKTEPHATHOTO AcHCTBHE Ha QY3HI0BaTA KHCEIHHA.

5.2. PapMaKOKHHETHYHH CBOHCTBA
ITpu in vitro npoyuBaHna 0¢ YCTaHOBEHO, 4¢ Qy3Ha0BaTa KHCEITHHA MOXKE J1a IPOHHKBA NIpe3
MHTaKTHaTa Koxka, CTeneHTa Ha MpOHHKBaHE 3aBUCH OTYACTH OT H3I0A3BaHOTO KOJIHYCCTBO OT

IPpOoAYKTa H ChCTOAHHECTO Ha KOXaTa. ‘D}'BHHOBEITEI KHCEIIHHA C€ H3BYBA IMTABHO MpL3
XNBYKATA, KATO CaMO MaJIKa 4YacCT OT HEA CC H3AbLYMBA YPE3 YPHHATA.

BeTaMeTa3oH aneTaT c¢e pe3opbHpa Cien NoKanHo Npunoxenne. CreneHTa Ha pe30opouus
3aBHCH OTYACTH OT CHCTOSHHETO HA KOXATa U OT MACTOTO HA NIPHIIOXKECHHS.

OCHOBHATA 4acT OT pe3opOupaHHa OeTaMeTa30H ¢ MeTa0OIHIHpa H ce EKCKPETHPA 4pe3
ypHHATA.

3.3. lIpeAKTMHAYHH AAHHH 32 0€30MacHOCT

B npoyupaHHs ¢ KOPTUKOCTEPOUIM IIPH XUBOTHH C€ CHOOIAB2 32 PENPOAYKTHBHA TOKCHIHOCT
(nanp. pasueneHo Hebue, ckenmeTHH Man(opMallHi, HACKC TEMO Ha IUT0Aa).

6. ®PAPMAIIEBTHYHHA JAHHH

6.1. CnnucHhK Ha NOMONIHHATE BEIECTRA

MaxkporoJ1 KeToCTeapH eTep
KerocTeapun ankoxon

XJaopokpe3on

Hatpues muxuaporex pocdar quxuapar
Teuen napadun

Bbsan mex napadul

Harpuer xuapookcua
a-Toxodepon paneMar
[IpeuncteHa Boaa

6.2. He¢rBMECTHMOCTH
He ca u3pecTHH.

6.3. Cpox Ha roaHoOCT
3 rOHHHU.

[lepuon Ha H3MON3BaHE CIAEH ITHPRO OTBAPAHE: 3 Meceila.

64. CnenuajiHH YC/I0BMA HA CLXPAHEHEE

Ha ce cpxpaHaBa npu TeMueparypa noj 30°C.

6.5. /lanHH 32 ONAKORKAaTA

IloxpHTa ¢ NaK afyMuHMeBa Tyba ¢ kamadka Ha BHHT OT OJUETUNEH ¢ BH
(HDPE), B xapToHeHa kyTH.ChAbpxaHue Ha Tybure: 15 g, 20g wan 30
He BcHux# BUAOBE ONMAKOBKH MOraT Aa 6BOaT MycHaTH B nIpojaxba.
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6.4. Cnennajiay yc,I0BHSA HA ChXPaHEHHE
Jla ce cpxpaHsaBa Ip4d TeMnepaTypa nmox 30°C.

6.5. Jlannn 32 onakoBKAaTa

ToxpuTa ¢ TaKk aMyMUHUERA Ty0a ¢ Kana4dka Ha BHHT OT [IOJIHETWICH C BHCOKA IUTETHOCT
(HDPE), B xapTOHEHa KYTHA.

Coabpxanue Ha TyOHTE: 15 g, 20g i 30 g xpem.

He BCHUYKH BUAOBE OTIAKOBKH Morart aa ObAaT MyCHATH B ripoJaxoa.

6.6. CnenAa/IHH NpeAna3HE MEPKH UPH H3XBbpPJIAHE

Hsama cienManai H3HCKBaHHS.

7. IPUTEXATEJI HA PASPEINEHUETO 3A YIIOTPEBA
LEO Pharma A/S
Industriparken 55

DK-2750 Ballerup
Jlanus

8. HOMEP HA PASPEHIEHHETO 3A YIIOTPELA

20000217

9. TATA HA ITHPBO PAZPEINIABAHE/TTOTHOBSABAHE PA3SPEINIEHHETO 3A
YIIOTPELGA

Jata Ha mepBO pa3petnasane: 06.06.2000 r.

JlaTa Ha mocnenHo nogHoeaeane: 02.02.2011 r.

10. IATA HA AKTYAJIHZUPAHE HA TEKCTA

03/2022

ITonpo6ua urdopManing 3a TO3M AeKapcTBEH NPOAYKT € NpefocTaBeHa Ha yebcaiira Ha
MznbasuTenHa areHMs no sexapcreara: http://www.bda.bg/
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