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1. WME HA NEKAPCTBEHOTO CPEAICTBO
PEVISONE
MEBM30H

2. KONWYECTBEH U KAYECTBEH CBbCTAB

15 rpama oT Kpema cvabpraT 150 mg econazole nitrate (1.0%) u 15.0 mg triamcinolone acetonide
(0.15%).

3. NEKAPCTBEHA ®OPMA
Kpem.

4. KIWHWYRY OAHHA
4.1. TIOKA3AHUS

TeBM3oH Ge TipUrara 3a NEYeHVe Ha JEPMATOMUKO3M, NPUANYKEHM C BhananeHve uum cupbex.

4.2. RO3POBKA ¥ HAYMH HA NPUNOXERVE
4.2.1. Bx3pacTHu

MeBW3oH Ce BTPUBA BLPXY NOPA3EHUA YYACTBK CYTPUH 1 Bevep. [poABMKMTENHOCTTa Ha JIEYEHUETO
Bapupa oT 8 [0 14 [HW, B 3@BMCUMOCT OT CHCTOSHMETO WM MHAVBMAYANHKS OTTOBOP NPEs Nbpeara
cefiMnLa Ot TepanusTa,

4,2.2, fiena (o1 2 fio 6 roguHK)
EchexTvieHocTTa W Ge3onacHocTa npy Aela oT 2 0 6 ToAVHK He €& YCTaHOBEHM.

4.2.3. [NauneHT B cTapyecka BL3pacT
JlanHuTe OTHOCHO yrioTpe6aTa Ha [eBMU30H NPy Bb3PacTHY NauuneHTy { > 65 rof.) ca HeoCTaTLYHM.

4.3. TIPOTUBONOKA3AHMS

CBp’bX‘-lYBCTBMTeﬂHOCT KbM HAKoS OT CLCTaBKUTE Ha npenapaT d‘&’z% 14'2183 BM NpoW3BOOHK YN
KbM KOpTUKOCTEpOUAN.
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MogoBHo Ha fpyrv npenapaTi, CbAbPKAWM KOPTUKOCTEPOMAW, I1eBU30H & MPOTMBONOKA3aH npu
nauneHT! ¢ TyGepkynoaa, CU(UNMC WM BUPYCHM WHCEKLMM Ha KOXETa, aKHe WM akHe-nogobHu
0DpuBY, THOMHM DaKTEPUanHK MHEKLIMKA Ha KoXaTa W paHw.

4.4, CHEUVANHA NPEQYNPEXOEHKS W NPEANA3HW MEPKWU TPK YNOTPEBA
TMeyeHmeto Tpsbisa na Gbe NPEKpaTEHO TPW NoABA Ha ApasHEHE UMK GBPBXHYBCTBUATENHOCT.

MalmeHTM CLC CBPBXYYBCTBMTENHOCT KbM WMMWAS30NMOBU  NPOM3BOAHM MOrar fa [posAsAT
CBPLX4YBCTBUTENHOCT U KbM econazole nitrate.

Hpop,bnmmenHaTa ynmpeﬁa WNW Takaea nod oKmyanBHa NpeBphaka MOXe fa JoBefe [0 nofed Ha
KOXHa anOCbVIFI, TeneaHrueKTasus U CTpuu. I'IpmnaraHeTo Ha [leBW30H BBLPXY rONeMy yyacThLy OT
KoXara Wri rnof oxnysueHa ApPeBpbaKa Yeenikdapa pesopﬁumma Ha TpYaMLWMHOTIOH fpe3 KoXata W
MOXE 02 A0Befe 40 NoABaTa Ha CUCTEMHW KOPTUKOCTEROWAHK BCbBKTIA.

Tosu npenapar € rpegHasHavueH 3a ynorpeﬁa Camvo B JepMatonoryaTa ¥ He TpﬂﬁBa L3 ¢e U3nornaea B
OCDT&J’IMOHOI'M‘-IHET& NpakTUKa.

MeBn3oH ChABPXE Kato nomMolry Beliectsa EATA, KosiTo MOXe na npuumHY anepris 1 BeHsoeHa
KMCEMMHa, KOATO e cnab ipasHUTeN Ha KoXaTa, ouvTe W nurasuuute. Tpsbea fa ce nabarsa KoHTaKT ¢
OuM, KOKHW PaspaHABaHUs 1 NUIraBuLA.

Yrnotpeba npu gena

[Mopaau TO-TONAMOTO OTHOLUEHKE Ha KOXHATa MOBLPXHOCT CRPAMO Teniechara Maca, felara ca no-
UYBCTBUTESIHM OT BB3PACTHUTE KbM MPEAM3BUKGHOTO OT KOPTUKOCTEPOMAUTE ROATMCKaHe Ha
XwroTanamo-xurotuaHaTa oc v cuHapoma Ha Cushing. ETo 3aL40 e Heobxoumo NoBULLEHO BHAMAHME
npu ynotpebata Ha nperapata Hag 6 roavlHa Bbapact.

4.5. JIEKAPCTBEHY ¥ IPYTY B3AUMOIEACTBNS

He ca #3BeCTHH.

4.6, BPEMEHHOCT U KbPMEHE
4.6.1. BpemenHoct

N mRete CLCTABKWM EKOHA30N HUTpaT W TPUAMUMHONIOH aueTar ca roka3ani emOpUOTOKCUMHOCT npu
nabopatopHi KMBOTHM. JIMHCBAT CLOTBETHM, AOBPE KOHTPOMMPAHN USMIMTBAHIA 38 TepaToreHeH edekT
FpW FOKAMHO NpUFioxeH e Ha FTEBU30H NPY BPeMEHHM XeHK.

leBu3cH cregpa da ce M3Mon3Ba npesd nbpBus TPUMECTHP Ha 6peMeHOC'ITE| camo, axko ToBa €
VSKIMIOUMUTENHO HeobX0aMMO 32 NauMeHTa.

Mpes BTOPM 1 TPETV TPUMECTLY Ha GpemenoctTa, TleBW3OH criepea fa ce npunara ¢nej crpora
MpeLieHKa Ha ouaKBaHus TepareBTUYEH edEKT 1 BE3MOXKHUA PUCK 38 MNoAE.

NexapcTaata 0T TO3W KNac He Tpabra Aa Ce Manon3BaT NPOABLIKMTENHO BPEME, KaKTO Y BLpXY ronemu
TIOBLPXHOCTY NIPY BpEMEHHN.
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4.6.2, Krpmene

He e W3BecTHO AanmM NOKaNHOTO NPUIOXEHUE Ha eKOHa30MN HWTPaT ¥ KOPTUKOCTEpoMAW MOXe aa
LOBefie JI0 HOCTaTeYHa cucTeMHa abcopbuust W oTgenside B maiuMHoTo Mnsko. Heobxogumo e
TOBULUIEHO BHUMEHWE NPV NpUiaraHe Ha ekoHasom HUTPAT 1 NOKanky CTEPOUAN NPN KEPMELLN HEHM.

A.7. EQEXTI BLPXY CTIOCOBHOCTTA 3A LUO®WPAHE U PABOTA C MALIMHK

He ca nasecTHU.

4.8. HEXEIAHMN NEKAPCTBEHM PEAKLIK
EXOHA305T HATPAT MOXE A4 NPeAn3BUKa NOKAIHO APasHeHe U peakLii Ha CBDBLXHYBCTBUTESIHOCT.

CrieaBaluite HeXernaHy peaxuuu Mpwu [pURoKEHUE Ha JOKasHu CTEPOMAN Ca AOKNAaBaHM PAZKO, HO
TAXHATA YecToTa Ce YBenuyasa npy NPUNONEHWETO Ha rpenapata Nof OKNysUBHa NpeBpb3Ka.
36poermTe peakiMi Ca NPeAcTaBeHu B per NOKa3Rall, HamanseaHe Ha TaXHaTa Yecrova: fiapeHe,
cepBex, cyxoTa, (HOMUMKYNMTH, XWNIEPTPMX03a, CTPWUM, XWUNOMArMEHTaLUWsl, NepuoparneH Aepmarur,
anepivyeH KOHTAKTeH AepMatut, Mauepalns Ha koxarta, 3abaBeHo 3apacTBaHe Ha pPaHn BTOpUYHaE
UHMEKLNSA, KOXHA aTpochist, akHEMOPMEHa epyNLVA, CUCTEMHY BeKTH.

4.9. MPEJO3UPAKE

1o MOMeHTa HAMA JaHHK 3a NPeA0aMpaHe ¢ ekoHasoN HUTPar, B criyyait Ha CrydaiHo normblliate e
Bhb3MOXHO MOsiBa Ha TafeHe, NOBPBWAHE U Avapus. B Tosn cnydil ce npunara CUMNTOMATAYHO
fieveHue,

5. GAPMAKOHNOMAYHM SAHHA
5.1. XvMWYHK CBOKCTBA

EKOHA301 HATPAT € TPUA30rIoB (yHIMLME, XuMUdecky npeacTasnsealy 1-[2-[{4-chlorophenylimetoxy] -
2-(2,4-dichlorophenyl)ethyl]-, ~ 1-H-imidazole ~ mononitrate. ~ Emnupuanara  dormyna e
C18H15CL3N20.HNO3, a monekyrikata Maca & 444.70.

ExaHa3on HuTpart e 6an amopeH Wik uHHO KpUCTanMaupan npax.

ExaHason HUTpaT e pasTBopuM B MeTaHOM, YMEepeHo pasTeopum B Xnopodopm 1 cnabo pasTeopum
BbB Bofa (0.5%).
TpuamMUMHONOH aLeToRMa & chnyopupak KOPTUKOCTEPOMA, XuMhcky npeacTaenasaly 9-fluoro-11beta,

16 alpha, 17.21-tetrahydroxypregna-1,4-diene-3,20-dione cyclic 16,17,-acetyl with acstone. Heroeara
emmprdHa dopmyna e C24H31FO6, MonekyiHara My Maca e 434.51.

TpuaMUpHONOH atletoHup € 6an, 6e3 Mupuc, QMHHO KpucTanuaupan npax. TOW e MpaKTUYecKu
Hepa3sTROPVM BbB BOL4, YMEPEHO PasTBOPUM B &ITKOXOM, XNIGPOGOPM UnK METUIIOB asikoxos ¥ cabo
pas3TBOPUM B €TEp.

5.2. DAPMAKOAVWHAMMYHU CBONCTBA

[pUTeXaBa (UMPOKa aHTYMUKOTUYHE aKTUBHOCT Cpetly rqepMamqmm gpqm\m nneceHy. [posessa
AKTMBHOCT 1 CpelLy Tpam - NoNoXUTEnHn Baktepuu. o
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ExoHason feifcTea Ypes yBpeXoaHe Ha KeTbuHMTe MemBpann. YBenuuaBa ce nporiyckrvMBoCTTa Ha
re6udHaTa kreThuHa creHa. Yepexaar ce cybkneTedHMTe MemBpaHu B uvTonnasmara. BepsTHoTo
MSICTO Ha AgMCTBUE Ca HEHACWTEHUTE MACTHM KMCENMHN Ha MemOparkuTe docthormniav.

TpuamUUHONOH aUeTOHUE € MO-aKTUBeH OT EeCTECTBeHWs afpEHOKOPTUKENEH XOPMOH. TOYHMA
MEXaHM3bM Ha MPOTUBOBBLANENUTENHOTO AeRCTBUE Ha KOPTUKOCTEPOMOUTE & HEACeH, HO ChitleCTBYBaT
DaHHN, KOWTO FOKa3BaT BPbL3ka Menay BajoKOHCTPUKTOPHAaTa MM akTUBHOCT 1 TepaiieBTUYHMA UM
edheKT npy YoBekKa.

KormuyecTaeHUTe ChOTHOLIEHUS HA ABETE aKTUBHW CLCTABKM Ca TakuBa, Ye BCska OT TAX MpuTexasa
coBcTeeHa axTuBHOCT, 6e3 fa uHxubupa apyrata.

5.3. DAPMAKO-KMHETMYHN CBONCTBA

Criesi MOKarHO NpUNoXeHMe BLPXY Koxata npy 3ppasu pobpoponim, cucTemuara abcopuus Ha
QKOHA30MT HUTPAT € M3KIIOUMTENHO Manka. Benpeky, Ye NOBEYETo OT NPUNOXEHOTO JTekapcTBO OcTasa
BbPXY KOXHATA MOBBLPXHOCT, KOHUBHTPALIVM, HAFXBBPIIALIM MAHMMAnHATA UHXMOMpaLa KoHLIEHTPaLWS
3a [epMaToduTM ca OTKPUTM B stratum comeum. VHXxuGupalum KOHLEHTPaumu ce [ocTUratr B
enuaspMMca 11 cpeaHus criof Ha pepmara. [o-marnko oT 1% OT npuroxeHaTa fo3a ce OTKpuBa B
YpUHATA U U3MPaXHEHUATA.

CremeHTa Ha nepkyraHTHaTa abcopbuvs Ha TOKANHM KOPTMKOCTEPOMAM Ce ONpefens OF MHOro
(haKToOpW, Kato BEXMKYMYM, LSANOCT Ha enugepmanHata bapvepa, npunarase nof OKiy3uBHa
fpeBpbaka.

TNoxanHuTe KopTUKOCTEPOUAK ce aBcopbupaT Npes HOpMarnHa, MHTakTHa Koka. Bhananurenkun uumm
Apyrv BORECTHY MPOLIECH B KOXATA YBEnMIaBaT NepKyTaHTHaTa abcopbums.

5.4. FIPEOKNMHXYHW BAHEY 3A BE3ONACHOCT

EXOHa30Mn HUTPAT He e NoKa3an TepatoreeH edeKT MpW oparnHO MPWIOKEHWE Ha MULLKK, 3aiLy v
nimbxoBe. Kakto ocTaHanuTe KOPTUKOCTEPOMAM, TPUaMLIMHONIOH aLIeTOHUW © TePaToreHeH 3a MTbXoBe
3anLmn.

He ca npoeexgaHn FbATOrOAVILHI M3CNeABaHWS BEPXY KMBOTHW 33 ONPeAenaHe Ha KaHiieporeHeH
ecpert.

6. PAPMALIEBTMYHU JAHHU
6.1. CMUCBK HA NOMOWHUTE BEWECTBA

g/fio0 g
Pegoxol-7-stearate 20.00
Peglicol-5-cleate 3.00
Liguid paraffin 3.00
Benzoic acid 0.20
Disodium edetate 0.15 f’f@\\
Butylhydroxyanisole 0.02 T s ey
Purified water 72.52
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6.2. PUINKO-XMMUYHY HECEBMECTUMOCTH

He ca u3BecTHU.

6.3. CPOK HATOAIHOCT
3 rogmun.
6.4. CMEUWMAJTTHN YCIOBUSA 3A CbXPAHEHUE

Cuxpatenue nog 25°C.

6.5. JLAHHU 3A ONMAKOBKATA
Tybaor 15 .

7. NMPUTEXATEN HA PA3PELLEHUETO 3A YNNIOTPEBA
Johnson & Johnson D.O.0O.
Smartinska 140
1000 Ljubljana

Slovenia

8. NPOWU3BOAUTEN

Janssen Phammaceutica N.V.
Tumhoutseweg 30

2340 Beerse

Belgium

9. PEFMCTPALIMOHEH HOMEP
20010363

10. OATA HA IMOCIEQHA AKTYATU3ALIKA HA TEKCTA
M. siHyapu 2006 2.



