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KPATKA XAPAKTEPHCTUKA HA JERAPCTBEHIDT IPOAYRT

1.HauMeHOBaHHE HA JeKAPCTBEHHs HPOAYKT
Laticort ®
JlaTuKOpT

2. KonuyecTBeH N Ka4eCTBEH ChCTAB HA JIGKAPCTBEHOTO BEleCTBO
1 g Ma3 ceappika Hydrocortisone Butyrate 1 mg

3. JlekapcTBena dopMa
Mas

4. Kanauaau Jagay

4.1.IToxaszanus
JlatukopT mop (opMara Ha Maz ce H3HO0JI3Ba 32 JICUCHHe Ha IONOCTPH M
XPOHHYHM, HeWH(QEKTHPaHH,  CyXd KOXHH BB3NANCHHA OT pPasiMYeH
IIPOM3XO, Hali-Beyue TaKHBa C aleplHieH IPOU3XOJ, C YMEpeHa UilM H3paseHa
WHTEH3URHOCT, OTIOBapALIM Ha JIedeHHe ¢ DIIIOKOKOPTHKOCTEPOHIH U
CBBP3AHH ¢ TIOCTOSAHEH CHPOek MK XUIlepKepaTosa. JISKapCTBEHUAT MPOLyKT
e TIONXOIAII W 34 JeucHwe Ha: ceQopecH NepMaTHT, aTONHYCH [epPMaTHT,
cTpodiyiIyc, ameprudHa KOHTAKTHA €K3eMa, epuTeMa MynTHdopMe, IyIyc
epUTEMAaTO3yC, yIOopuTi HOPMH Ha TICOPHUA3HC, IIOCHK JHIICH.
JlaruxopT Ma3 OOMKHOBEHO C€ M3ION3Ba BBB BTOpaTa (asa Ha JICICHHUETO,
CIIEH NPIIOXKEHHETO Ha JIEKAPCTBEHIST KPeM.

4.2. JozupoBKa H HAYHH HA MPUIOKEHHE
TBHBK CIIOH OT Ma3Ta ce HaHACd Ha NOBBPXHOCTTA Ha KOXKHHTC yBPEKIAHU,
HE Y0-uecTO OT 1-2 IIFTH JHEBHO.

B ciy4ait Ha 3HAYATENHA TUXSHH3AINA M XUISPKepaTo3a Ha YBPEXKIaHAATA,
Ma3Ta MOJKe Ja e IIpIyara IOf OKIy3VBHA MpeBpE3Ka, KOATO TpabBa Ha ce
CMeHd BeNHBX Ha 24vaca.

JleueHnuero He TPsOBa J1a POLBIDKABA [10BeYe OT ABE CEAMUIIH Oe3 mHTEepBalL
AKoO ce Ipusara BEpXy KoxaTa Ha JIMIETO, IeYSHMETO 1a HE HA/(BUIIABA elHA
CenMHUIIA.

He Tps6Ba Ja ce M3MOJI3Ba T0BeYe OT eiHa TyOHYKa Ma3 3a efjHa Sg;fmi
IIpy mena Haf 2 TOAMHM MOXE [a ¢e IpHfara caMmo IO JIeKap aﬂ‘f ,’,‘é 1
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Jla He ce mpunara BEPXY KOXaTa Ha JIMIETO Py Aena.

4.3, IIpornsonoxkazaHusd

JlaTukopT Ma3 He Tps#OBa Jla ce IpHiara npu OakTepualHH, BHPYCHH M
rEOMYHE KOKHM HHOEKIHH, OOMKHOBEHO aKHe H posalles, IPH IepuopaleH
mepMatur (dermatitis perioralis), cmen NpoduIaKkTHIHY BaKCHBAllMA H B
Cliydai Ha CBPHXUYBCTBHTENHOCT KBM XHIPOKOPTH3OH OyTupar, ApPYTH
IAFOKOKOPTUKOCTEPOUAH MIIH KbM IMOMOINHHATE BEIIESCTBA.

Jla He ce u3noi36qa npu 0eua Ha 6b3paAct RO dge 200UH.

4.4. Crieupaidy MPOTHBONOKA3AHNSA M CIIENMAJINM HpeAyHpexIeHus 3a
ynoTpeda
¢ TIpoApKATENHOTO TIpWIOXKEHHEe TpAbBa na c¢e wusbsrsa. Ilpu
IPONB/DKHTEIHO TIPHIOKEHUE BEPXY IMUPOKH KOXKHU IIOBEPXHOCTH, C&
IIOKAYBa YecTOTATA Ha He)KeTaHUTe TeKapCTBCHH PeakIHH.

e Tlox BuugHME Ha JOKAIHO NPUIOKEHHS XUAPOKOPTH30H OyTpar,
MOXKe [a C& HaMald CeKperyara Ha apeHOKOPTHKOTPONHMS XOPMOH
(ACTH) or xumodusara, TOpafd IOATHCKaHE Ha XHIoduso-
ampeHajHaTa OC, KaKTO W IOBMKaBage Ha CEPYMHOTO KOPTH30JIOBO
HYBO H Pa3BHTHE Ha ITPOreHeH CHHAPOM Ha KBIMHT, YHHTO CHMITOMH
HaMangBaT Ciel IpeKpaTsBane Ha JiedeHHero. Iipemopbusa ce
IIepHOUYeH KOHTPOI Ha (yHKIHATa Ha HaaObOpedHara Kopa, dpes
ONpefielisHe HA CepPyMEH H YPHMHEH KOPTH30J CJlel] CTHMyJanys Ha
panbropeunnTe xnesn ¢ ACTH.

e B ciyuvail Ha pa3sBUTHe Ha MHG(EKIHI Ha MACTOTO Ha NPHIOXKESHHE Ha
KpeMa ¢ HeoOXOANMO 3amoYBaHe Ha ChOTBETHO AHTHOAKTepHalHO HIH
AHTAMHUKOTHIHO JIedeHne, AKO CHMOTOMATE Ha HHQEKIHATa He
W3ue3HAT, TpHWIOKeHHero Ha JlaTukopT Ma3 Tpsbsa nga Obne
IPEeKpaTeHo [0 ITBIHOTO U H3NICKYBaHe.

o Tpsabsa ma ce M30sIBA NPUIOKEHUETO Ha JIEKAPCTBEHHS IPOIYKT BBPXY
KIeraunTe, KaKTO H BBEPXY KOXaTa OKONIO TSX TP MAHUEHTH C
rIaykoMa ¢ MajbK HIH TONAM (QUITPaIMOHEH BIBJ, TOpamy pHCKa
OT WHTeH3U(UKAINA CAMITOMUTE Ha OolectTa.




o JleKapCTBEHUAT MPOLYKT MOXE Ja Ce IpHiiara Ha Koxata Ha JANETO,
DOIMUIITHUIATE U cITabUHMUTe caMo IPH CTPUKTHH HHAUKAIKMH, IOpaty
HO-BHCOKaTa abCcopOUHA U TO-BHCOK PHUCK OT PasBUTHE HA HEXENaHH
IeKApCTBEHY PEaKIUi (TeleaHTMeKTasdd, IepHOpaeH HepMaTHT),
IOPY U CIIe] KPaTKOTParHO JeUeHHe.

e Masra ge Tpsa6Ba Ja ce IpIUTara Iojl OKTy3HBHA IPEBPh3Ka, ThH KaTo €
BB3MOXKHO Da3BHTHE Ha elHIepManHa aTtpousi, NofBaTa Ha CTPHH ¥
pa3sBHTHEe Ha CYNepPUHPEKIH.

o JleXapCTBEHMAT IPOAYKT TpsOpa Ja ce Ipujara C BHUMAaHHE IIPH
HaIMYHE aTpoduuEy IPOMEHH Ha MOJKOXHHATE TBKaHH, 0COGEHO NpH
I10-Bb3PACTHH MalHEeHTH.

4.5. JlexapcTBedy ¥ ApyrH (hopMH Ha B3aUMOoJedCTBAS

He ca M3BeCTHH B3aMMOIEHCTBHSA, CBBP3aHH C JIOKANHOTO IIPHJIOKCHHE Ha
IIFOKOKOPTAKOCTePOU M. BBIpekd Topa TpsiOBa Ja €€ MMa NPEABHA, €
TaIEeHTHTe He TpAOBa Aa ce MOANaraT Ha BaKCHHAIWMS 32 ApeOHA IIapKa My
Ipyr¥ HMyHH3aIHH, 0COGEHO IPH CHCTeMHA yroTpeda BEPXY IHPOKHA KOXKHM
TIOBBPXHOCTH, HOPaAM PHCK OT JMIICAa HA aJeKBaTeH MMYHEH OTIOBOp 32
dopmrpane Ha aJeKBaTHH aHTHTENA.

JIaTHKOPT Ma3 MOXKE Jia 3acHIH JEHCTBHETO Ha HMYHOCYNPECOpHTE M X2
HaManH e(ekTa Ha HNMyHOCTHMYJIATOPHTE.

4.6. BpeMeHHOCT H KbpMeHe

Bbpemennocm
Bezonacnocm 3a ynompeba no speme Ha 6pemennocm: Kamezopus C.
TIpn H3CIICIBaHUA BBPXY KHUBOTHH e YCTaHOBEHO, e

IIFOKOKOPTHKOCTEPOMAMTE IPOSBABAT TEPATOreHHO JNeliCTBHE NOPH H CIe[
NepopaNio UPWIONKEHWe HAa MKy josu. TepaToreHHa aKTUBHOCT ©
yCTaHOBeHa W IPH JKMBOTHA  CIEN  IPHIOKEHHE Ha  MOIICH
TIIOKOKOPTHKOCTEPOMA BEPXY KoxaTa. IIpw yiscieqBanys Ha TepaTOreHHaTa
AKTHBHOCT Ha XHAPOKopTH30H GyTHpar mox dopmata Ha 1% u 10%-Ha Ma3,
IIPOBEXTAHH BbpXY OPeMeHHH IUIBXOBE K Oely HOBO3CNAHICKH SaHIM, He €
ycTaHOBeH TeparoreHeH egekr. He ca mnpoBexIaHM KOHTPONHPAHH
M3CNeBAHNS 33 BB3MOXKHOCTTa OT TepaTOTeHHM edeKTH cief JOKalHO
IPIIOXKEHHE Ha XIIPOKOPTH30H OyTApaT BPXY KOXaTa Ha OpeMesHHM KEeHH.

JlarAKOpT Mas Moxe fa ObAe HM3NON3BaH [Py OpPEeMCHHH CaMO 32 KDATKH
IEPHOMY, BEPXY MAJIKH KOKHM ITOBBPXHOCTH, aK0 NOJI3aTa Ha/B @’%ﬁ
OT HErOBOTO MPIIIOKEHUE,




JTa He ce u3nO0N36a NPE3 HbPEUME MPU Meceyd on OPEeMeHHOCHInG.

Kvpmene

He e w3BecTHO 10 KaKBa CTEIEH XMAPOKOPTH30H OyTHpAT MOXe /1a IPEMUHS B
MajfqHaTa KbpMa Ciejl JIOKANHO Iprioxenye. Clen NepopaiHo NpiokeHe
Ha TIJIOKOKOPTHKOCTepOMJAM B KppMaTa HE ¢a OTKpUTH 3HAIUTCIHH
KOIIMIECTBA, KOUTO OHXa MOTIIH Jia IPeIU3BHKaT e(hekT BHPXY HOBOPOACHOTO.
Bonpexu mosa ce npenopyusa Jlamuxkopm ma3 0a ce npunaa ¢ ocobeno
SHUMAHUE NPH KbDMOYKU.

ITpu HeoBXOHMMOCT JIEKAPCTBEHUAT IIPOAYKTET Ja Ce Mpuiara BHPXY MaJIKH
KOXHH o6yacTy 3a xparbx nepuon. He Tpabpa na ce npuiara BbpXY KOXara
Ha I'bpANTE.

4.7. Bausiane BHPXY cnocofHOCTTA 32 INodupane 1 padoTa ¢ MaIHMHH
JlexapcTBeHUsT UPOXYKT HE MOBNMIBa IICHXOMOTOPHHTS (yBEKIIUH,
crrocoOHOCTTA 3a modupaHe I paboTarta ¢ MallIHA.

4.8. Heskemaun jieKapcTBEHH pPeakiiHi

B3MoKHA € [ogBaTa Ha: aKHe, CTepOMIHUHAYIHMpPaHa IIyprIypa, ITOJTHCKaHeS
pacTexa Ha empIepMHca, aTpo(ua Ha IOAKOXKHATA THKAH, M3CyllaBaHe Ha
KOXaTa, XWUIEPTPUX03a WIHM ANOLEIUd, NeMMIMCHTAlus HIH IpoMfiHa Ha
[BETA HA KOXATa, KOXHA aTpodus ¥ CTPHH, TeJICaHTHeKTa3UH, NEPUOpaNcH
LepMATHT, (PONMKYIIAT, CTPHH Ha KOKATA, BTOPIIHY HHGEKITHH.

B HAKOH ClTyyayd MOXe JIa ¢& Pa3sBhe YPTHKapHs H MaKyJIOmarylo3eH o6pus,
BE3MOIKHO € U 000CTpAHe Ha CHIIeCTBYBAlH yBpexarus. ClIel IpuIoKeHue
110]] OKIIY3HBHA TPEBPH3Ka, IIOPafyl HO-BHCOKATA JIEKapCTBeHA abcopbmus, €
BE3MOXHO [a CE pasBUAT ¥ W3SBEHH CHCTEMHM e(eKTH, KaTo  OTOUH,
XUIepTeR3ds, TOHIKeH WMyHureT. Cnep JOKaiHO HPUIOKEHHE BBEPXY
KOXKATA Ha KiellauuTe € BB3MOXHO IIOHAKOTa DPasBUTHE Ha DiaykoMa M
KaTapakTa.

4. 9. Hpegosupane
Cnex npmiokeHHe Ha OOIIMPHM KOXHM IOBBPXHOCTH, CHMIITOMHTE Ha
Npeo3UpaHe Morar A2 Ce NeMOHCTpHpar o (opMaTa Ha 3aCHIBAHE Ha
HeXeaHuTe JeKApCTBEHH peakiyy, KOWTO ce M3ABsBar I[of ¢dopmara Ha
OTOLM, XHITEPTEH3Ms, XUNEPIIAKeMHs, OTCHabeH HMYHWTET, @ HpH TEeKKH
caysay— Gonect wa Kemmnr. B Takusa ciydad € HEeoOXOoIUMO IIOCTEICHHO
HaMa/IgBage Ha /103aTa HA JIEKapCTBEHUI NPORYKT WIA BKIXOUBAHE KBM
TepanusTa Ha JPYT, 0-Clal IIOKOKOPTHKOCTEPOX. -




5. dapMaKoJOrnYHH CBOHCTEA
ATC code: D 07 AB 02

5.1. PapmaxoaHAMMYHH CBOICTBA

XHUIpOKOPTU30H GyTHPAT € CHHTETHYEH IMIOKOKOPTHKOCTEPOMI C YMEPEHO
MOIIeH IPOTHBOBR3NaNUTeseH ediekT. [Ipunoxer nox gopmara Ha 0.1% mas,
IposABABa yMepeHo MomieH eexT. IlpuTexasa JHIIO(HIHE CBOHCTBA, JIECHO
IpeMyHaBa [pe3 MOBEPXHOCTHMs KOXKEH CJIOH M IPHTEeKaBa IBATOTPANHT
IPOTHBOBB3NANUTEIHH, TPOTHBOCHPOSKHH M IPOTHBOATEPTHIHNA ehexTH.
Criel TOKalHO IIPHIOKEHHe, XUAPOKOPTH30H GyTUpaT MOATHCKA CHHTE3aTa
Ha IIPOCTOITIAHIMHY ¥ JIeBKOTPUEHH B KOXKaTa, BCICGACTBHMC HA MOATHCKAHE
aKTHBHOCTTa Ha Qocpommmaza A2 W HaMaJeHHe OCBOOOXKIABAaHETO Ha
apaxHAOHOBA KHCENHMHA OT (OoChONMIIINTe B KIEThYHATA MeMOpaHa.
IMoxrucka (aronurTo3arTa, OCBOOOKAABAHETO HA HMHTEPHEBKMEM H JPYTH
[UTOKHAHM,  NPEAH3BUKBAIM  BBIIAIMTEIHW  peakiuu,  IOATHCKA
OCBOBGOXKTABAHETO HAa XHCTAMMH M Pa3sBUTHETO Ha JIOKATHH alleprd¥Hi
peaxiuu. OrcinaGBa nponudeparTuBrnTe mpouecH. Ilopamy — JIOKaNHAS
CHIOCBUBAIl e(eKT  HaMaisBa CKCyHOaTHBHHTE peakiuy. IIpomykTeT
HaMaIgBa OSNTHUHMA CHHTE3 B KOXKATa M OTJIaraHeTO Ha KOJareH .

5.2. @apMAKOKHHETHIHM CBOHCTBA
XumpoKOpTH30H GyTHPAT JECHO IpeMUHABA POTOBWYHHA CIIOH HA KOXKara,
KBIETO BIIOCIENCTBHE ce HaTpymBa. e MeraGommsupa B koxata. Cien
JIOKATHO MPHIOKEHHe ¢ BB3MOXKHO B Malka CTeleH Ja NpPEMHHE B
CHCTEMHOTO KpbBooBpanienye ¥ ChOTBETHO Na OBNAT MPOABSHH U CHCTEMHU
edextir. Cren aGcopOls, MPORYKTHT ce MeTabolusupa INAaBHO B YEPHHA
npo6. OTAENs ce upe3 ypUHATa H B ITO-MaJKa CTENeH ¢ JKIbUKATa, IaBHO 107
dopMaTa Ha KOHIOTATH ¢ IMOKYPOHOBATA KHCEIHHA I B MAlKH KOJMICCTBA B
HenpoMereHa GopMa. A6copOuuaTa Ha XHAPOKOPTH3OH OYTHpAT IPE3
KOJKara ce YCHIBa Cllell NIPMIIOXKeHHe BbPXY He/HKarTHaTa KoXa Ha CrBBKUTS
Ha TAIOTO WM KOXKATa Ha JMIETO, el IIpHiaraHe BEpXy KoXa ¢ YBPEACH
eNEACPMHC WK BBPXY Bb3HaleHa Koxa. IIpuimolkeHHeTO IO OKIY3HBHA
IpeBpB3Ka, KOETO YBENMYaBa KOXKHATA TeMIeparypa ¥ BI&KHOCT, CBIIO
[IOBHIIaBa a6COpOIMATA Ha XHAPOKOPTH30H OyTHpar., AGcopOuusra HapacTha
¥ TpH IO-9eCTO NPHUIOKEHHE Ha JIEKApCTBEHHA NPONYKT, KAKTO W IIPH
TIPWIOKEHHe BEPKY IIMPOKM KOXHM ITOBbpXHOCTH. AbGcopbumuara Ha
XHIPOKOPTU30H OYTHpAT NpH MJaid UalHeHTH € [O-BUCOKa OT Tasd IPH
BE3PACTHHTE.




5.3. IlpeakIHHUIHH JaHHM 32 0e30MaACHoCT

Mymazenna aKmUGHOCH

He ca mposeXITaHyl NPOYYBaHHA 32 YCTAaHOBABAHS HA MyTareHHaTa akTHBHOCT
Ha XUIPOKOPTU30H GYTHPaT, HO HMa NPOYYIBaHK 3a MyTareHHaTa aKTHBHOCT
Ha JPYTH DIEOKOKOPTHKOCTEPOHIH € TOAOOHA XMMHYECKa CIPYKTypa.
@iy THKA30H IPOIHOHAT HE & JeMOHCTPHpAN MyTaresHa akTHBHOCT IIPH TeCTa
Ha Ames nposenex Ha E. coli GakxrepuH, TeCcTFT 3a IeHHa KOHBEPCHA,
nposefied Ha S. cerevisiae, XakTO M IIPH TECTa 32 MyTarcHia axTABHOCT
IPOBEIEH BHPXY KIIETKH OT AHTHULH Ha KMTAHCKHE XaMCTep. He e ycTaHOBeHA
MyTAreHHA aKTHBHOCT Ha (NIyTHKA30H H TIPY in Vitro TeCTOBe BEPXY YOBEIIKY
TAMQOIHUTH, KaKTO H HE € YCTaHOBEH KIACTOTCHEH edbexT npu
MUKPOHYKICAPHUTE TECTOBE IIPH MUIIKH.

H3cnensatus, HAaNpaBeHW Tpy IPUIOKEHHE Ha XHAPOKOPTH3OH U
npeqEr30JI0H Ha Salmonella typhi murium GakTepHH, CHINO He ca HoKasald
Hany4ye Ha MyTareHa aKTHBHOCT.

KarnyepozeHna axmueHocm

Ipez 1966 rommsa XOPTEH ¥ CBTPYAHHLM O0O0fBHXa, 4Ye JIOKATHOTO
IIPEIOXKEHHE HA TIIOKOKOPTHKOCTEpO¥NY CTIMYNIHpa ¥ofBaTa Ha pak Ha
KoJKaTa, TPHYMHEH OT JIOKaJTHaTa yrmoTpefa Ha apOMaTHM BBITIEBOAOPONH.
Hama  1amHwy, COUeLUM, Ye  JIOKAJHOTO  IIPHMIOXKCHHE Ha
TTIIOKOKOPTHKOCTEPOR Y TIPH X0pa BOK (0 Pa3BUTHE Ha PaK Ha KoXara.

Bruanue evpxy gpepmunumema

He e wW3cUemBaHO BIMAHHETO HA XHIPOKOPTH30H OyTApaT BBPXY
dbepTHMTETa, BBIpPEKH Y€, TAaKWBa C(QEKTH ca JOKa3aHW 3a JPYIHTe
TIFOKOKOPTHKOCTEPOUIH.

6. ®apMALEBTHYHH TaHHU
6.1.CruchK HA NOMOIIHHTE BeleCTBA ¥ TEXHUTE KOJHYecTBAa
Paraffin White Soft uptolg

6.2. HechbBMeCTHMOCTH _
Mazta He TpAOBa [a ce Ipylara eTHOBPEMEHHO ¢ APYIH JIOKATHO IPHIOKHMHE

JIEKAPCTBEHM IPONYKTH.

6.3. Cpox Ha rOXHOCT
Tpu roguHu

Ipedu npuemanemo Ha NeKaAPCMEEHUA RPOOYKM oa ce np
200HOCH! 6BDXY ORAKOBKAMA.




Jla ne ce npuiaza cned usmudane CpoKa Ha 200HOCH.

6.4. CneumaJIHy YCJIOBHSA HAa ChbXPaHeHune
Ia ce cexpanssa mox 25 ° C.
Jla ce cpbXpansBa Ha MACTO, HENOCTHITHO 32 ena.

6.5. /IlanHM 32 ONAKOBKATA

ANyMMHHEBH TYOHYKY, CBIBPKAIM 15g OT JIeKapCTBEHAA IPOAYKT, OTBHTPE
NaKupagd, ¢ MeMOpaHHM M JATEKCOBHM UPBCTEHH, 3aTBapAl oe C
[ONENPONHMIeHOBA TalHIKa Ha BHHT. Beska TyOuuka ce IaKeTHpa 3aefHO ©
AHPOPMANMOHHE IMCTOBKA B OT/ENHA KapTOHEHA Ky THL.

6.6. IIpenopskn npn ynorpeba

[anmersT TpabBa fa Op1e HEGOpMUpPaH, Ye:

- JIeKapCTBEHHAT NPOIYKT MOXE Ha Ce H3MON3Ba CaMO MO HaunHa,
TIpeNnucan OT JIeKapsI

- JIeKapCTBEHMAT MPOLYKT HEe MOXE Aa ce Ipuiara 3a Ipyri OoltecTH, OCBEH
38 IOCOYEHUTE OT JIeKaps

- IanmeHTHT TpsOBa 4 ChOOIIM Ha JleKaps 32 BCHYKH HEXelaHu
JIeKapCTBEHM PeaKi(y, KOMTO YCTaHOBH YO BpeM¢ Ha NpPIJIOKEHHC Ha
JIEKapCTREHUA IIPOIYKT

- NIeKapCcTBEHHAT IPOIYKT He TPAOBa la ce IPEOTCTEIBA Ha [PYTH Xopa.

7. MIMe U agpec Ha MPOH3BOJATE/S U MPUTEKATE/ IS Ha PErHCTPANMSITA
Pharmaceutical Works Jelfa S.A.

21, Wincentego Pola Street

58-500 Jelenia Gora, Poland

8. Peructpamuones N
20011123

9. Jlata Ha MLPBO paspellleHye 3a ymorpeba

10 .JaTa pa arTyaau3anns Ha TEKCTa




