[HCTPYKIIIA

IJISI METUYIHOT' 0 3aCTOCYBaHHSA JIIKapChKOT'0 3aC00y

Enokom®

(Elocom®)

Cknao:
ditoua peuosuHa: mometasone furoate;
1 r masi micTuTh MOMeTa30Hy (ypoaty 1 mr;

0ONnoMmidicHI peyo8UHU: TeKCUIEHTIIIKO/Ib, BOMla O4MIEeHa, KIUCI0Ta pochopHa po3BefieHa,
IIPOIIiIEHTITIKOIIO CTeapar, Bick Oinmuii, mapadin Oinui M'SKui.

JIikapcbKa ¢opma. Ma3b.

OcHosHi pizuko-xiMiyHi 81acmusocmi: 6imoro abo mMatizke 6iyI0ro KOILOPY HEIIpo3opa Ma3sb, 6e3
CTOPOHHIX BK/IIOYEHD.

dapMakoTepaneBTHYHA rpyna. KopTuKoCcTepoigu s 3aCTOCYBaHHS Y IepPMAaTOJIOTii.

Kox ATX DO7A C13.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

MomeTa30Hy ¢GypoaT - CHHTEeTUYHUYN T'TIOKOKOPTHKOCTEPOIN AJIST MiCIIeBOT0 3aCTOCYBaHHS 3
IPOTH3AMAIbHUM, TPOTUCBEPOiXKHUM Ta aHTHEKCYNATHBHUM e(eKTaMu.

dapmakoKiHemuxka.

d®apMaKOKiHEeTHYHI MOCIiIXKEeHHS MoKa3allH, 1110 CUCTeMHa abcopOitist mics MiclieBOro HaHeCeHHS
MoMmeTa3oHy gypoarty 0,1 % € minimanpHO0; Tpubau3HOo 0,4 % 3aCTOCOBAHOI 103U BUBOIUTHCS 3
OpTraHi3My yIIPOOOBXK 72 TOOMH IIiC/IsT HaHeCeHHs. BcTaHOBUTH XapakTep MeTabomiTiB Oyno
MIPaKTUYHO HEMOXKJ/IMBO Yepe3 HEBEJIUKY KiJIbKIiCTh, IPUCYTHIO Y MJla3Mi KPOBi Ta BUAIIEHHSIX.

KniniyHi xapaKTepHCTHKH.



IToxka3auns.

3ananbHi sBUIIA i cBepOiXK MpU fepMaTo3ax, IIo MifnaloThCS Tepallil KOpTUKOCTepOoifaMu, y TOMy
yuci copia3 (KpiM momupeHoro GISIIKOBOTO IICOpiady) Ta aTOMIYHUM IepMaTUT, V TOPOCTIUX i miTen
BIKOM Bifl 2 POKIiB.

IIpomunoka3aHHA.

Enokom® IpOTUIIOKA3aHMiA IPK po3aliea, akHe ByJbrapic, aTpodii mKipy, mepiopanbHOMY [ePMATHTI,
niepiaHaNbHOMY Ta T'eHiTaTbHOMY CBepOeXi, MiATy3KOBUX BUCUIIAHHAX, OaKTepiambHUX (HapUKIak
iMIeTUTO, MiOJEepPMIT), BipyCHUX (HaIIpUKIIaf repruec IpOoCTUH, TepIec Onepi3yBaabHUU Ta BiTpsSHA
BicIta, MPOCTi 60POJABKY, TOCTPi KOHOUIIOMH, KOHTATriO3HWI MOJIIOCK), TAPa3UTHUX Ta TPUOKOBUX
(Hanpukiang KaHaumga abo nepMartodit) iHeKIiax, Ty0epKyab03i, cudinici abo mocTBaKIIMHAIbHUX

PEaKIisx. EJ‘IOKOM® He CJIifl 3aCTOCOBYBaTH Ha paHax ab0 Ha BKPUTiM BUpa3KaMH IIKipi.
[IpenapaT MpOTUIIOKA3aHUY NalliEHTaM 3 TiABUINEHO0 YYTIUBICTIO N0 Oyab-IKOT0 3
KOMITOHEHTIB ITpernapaTy abo oo iHIMX TTI0KOKOPTHKOCTEPOIiB.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditii.

He BcTaHoBieHa.

Oco06.1ueocmi 3acmocye8aHHs1.

Y pasi BUHUKHEHHS 1oAapa3HeHb abo ceHcubinizanii HeoOXimHO MPUITMHUTH JTIKyBaHHS Ta PO3MOYaTH
BI[I[TOBiIHE JIIKyBaHHS.

Y pa3i po3BUTKY CymyTHHOI iH(DeKii mKipu HeoOXigHO 3aCTOCOBYBATH BiIIOBiMHMM TPOTUTPUOKOBUM
abo anTuOaKTepiaNbHUM ITpenapar. AKII0 IPOTSATOM KOPOTKOTO Yacy He BAAEThCS JOCATTH
IIO3UTUBHOI JUHaMIKH, 3aCTOCYBaHHS Ma3i Enoxom® crif IPUIIMHUTHY, TIOKY iH(peK1ig He Oyne
IIOBHICTIO YCYHEHa.

Cucrtemna abcop01ig Ipu MiCIleBOMY 3aCTOCYBaHHI Pi3HUX I'TIOKOKOPTHUKOCTEPOILiB MOXKe
CIIPUYMHATHA 000POTHE IIPUTHIYEeHHS QYHKIII rinotanamo-rinodizapHo-HagfHUPKOBO3aI03HOI CUCTEMHU
3 MOXKJIMBOIO TTIOKOKOPTUKOCTEPOINHOK HEJOCTATHICTIO MiC/Is IPUNIMHEHHS JIiKyBaHHSA. Y IEeSKUX
TIAI[iEHTiB MOXKYTh BUHMKATH ITPOsiBY CuHApPOoMy KyimHra, Timepriikemis 1 TJII0KO3Ypis.

[TamieHTiB, sIKi 3aCTOCOBYIOTh MiCLIEBHM CTEPOIN Ha BEJIUKUX HiNsHKaX MKipy abo i3 BUKOPUCTAHHSIM
OKJTIO3iMHUX MIOB'SI30K, CIIiJ IePiONUYHO MepeBipATH Ha HasfBHICTh IPUTHIYEHHS (QYHKIII rimoTazamo-
rinodizapHO-HagHUPKOBO3aJI03HO1 CUCTEMU. TaKy mepeBipKy MOXXHa BUKOHATHU IUISIXOM IIPOBENEHHS
tecTy 3 AKTT-cTumynsii€eo, BUMipIOBaHHS PAHKOBOTO BMICTY KOPTU30J1y y IIJIa3Mi KPOBi Ta B IHIINX
CepemoBHUINax, OKpPiM cedi.

Bynp-siki mo6iuHi eeKTH, 110 BUHUKAIOTh IIPU 3aCTOCYBaHHI CHCTEMHUX KOPTUKOCTEPOINIiB,
BKJIIOYal04YHY NPUTHIYeHHS QYHKIIl KOPX HagHUPKOBUX 3aJ103, MOXKYTh Bif3Ha4aTHUCH i IIpXA MiCIIeBOMY
3aCTOCyBaHHI I'TIOKOKOPTUKOCTEPOI/IiB, 0COOIMBO Y HEMOBJIAT Ta HiTEH.



IiTsM, a TaKOXK Ha 00JIMYYs OKJTI03iI0 He cItif 3acTocoByBaTH. CIIil yHUKATH MOTPAIUISTHHS
pernapary Ha CIu30Bi 000I0HKH.

TomiuHi cTepoigu MOXyTb OyTH HeOe3MEeUHMMHU V BUMIagKaX IIcopia3y 3 6araThoxX IPUYHLH,
BKJTIOYAlOYX PEIUANBY ITiC/I PO3BUTKY TOJIEPAHTHOCTI, PU3UK reHEPalIi30BaHOI0 MyCTYIbO3HOTO
1ICopia3y Ta PO3BUTOK JIOKAIbHOI @60 CUCTEMHOI TOKCHYHOCTI uepes mocnabneny 6ap'epHy QyHKIIi0
mKipu. Y pa3si 3acToCyBaHHSI IIpellapaTty IIpU IIcopia3i gyxKe BaXKIMBO 3[iMCHIOBATH PETEIbHUN
Harnaqn 3a nalieHTaMu.

[Ipu panToBOMY NPUIKMHEHHI TPUBAJIOTO JIIKyBaHHS MOXKe PO3BUHYTHUCS €(EKT IIOBEPHEHHS
CUMIITOMIB y BUTJIAML IePMAaTUTY 3 IHTEHCUBHUM II0YEPBOHIHHAM, IOJPA3HEHHAM Ta [IeYiHHAM.
3ano0irTu 11bOMy MOKe TOBiJIbHA BigMiHa NpemnapaTy, HallpUKJiaf, JiKyBaHHS 3 IepepBaMy, ax [0
IIOBHOTO MPUIINHEHHS.

[ TIOKOKOPTHKOIOM MOXKYTh 3MiHIOBATH 03HAKM JAESIKUX YPaXKeHb Ta YCKIQMHIOBATA BU3HAUEHHS
BiIMOBIIHOTO [IiarHO3y, 1110 TaKOX Oyae 3aTpUMyBaTH OfYKaHHS.

Ma3spb EnokoM® MiCTHTh IPOIiNEHTIiKOMIb, IKAH MOXKe CIPUYMHUTY IIOApPa3HeHHs [IKIipH.

I[pemapat Enox<om® He MpPU3Ha4YeHu A1 0(PTaaIbMOJIOTiYHOT0 3aCTOCYBaHHS, BKIIIOYAI0UU
HaHeCeHH Ha MOBiKM. He MOXKHa [0MyCcKaTH NONafaHHs IIpernapary B 04i.

[Tpu 3acTocyBaHHI KOPTUKOCTEPOIMIiB CUCTEMHOI Ta MiclieBol il (BKJTI0Yaouy iHTpaHa3ajbHe,
iHTamnAIiiiHe Ta BHYTPIITHLOOYHE BBEEHHS) MOXKYTh BUHUKHYTHU IOPYIIEHHS 30PY. AKI0 BUHUKAIOTh
TaKi CUMIITOMH, SIK HEUITKICTh 30py abo iHIIi MOpYIIeHHs 30y, MallieHTy Cif IPONUTH 00CTEXEHHS
oTampMosora OISl OLiHKY MOXKJIMBUX IIPUYUH IIOPYIIEHHS 30Dy, SIKi MOXKYTh BKJIIOYaTH KaTapakrTy,
rinaykoMmy abo Taki pifKicHi 3axBOpIOBaHHS, SIK IleHTpabHa Cepo3Ha XOPiopeTHUHONAaTis, IPo 10
IIOBiIAOMJISINIOCS IiCNIsT 3aCTOCYBaHHS KOPTUKOCTEPOIAiB CUCTEMHOI Ta MiCIeBOI Ail.

3acmocyeaHHs y nepiod sazimHocmi abo 200y8aHHs 2pydoio.

Y nepiop BariTHocTi ab0 romyBaHHS TPYAAIO JIIKyBaHHS ITperapaToM CJIifi IPOBOOUTHU TifTbKY 3a
npu3HadeHHIM jikaps. OgHak i B 11boMy pa3i HeoOXigHO YHHKATH 3aCTOCYBaHHA IIpeliapaTy Ha
BEJIMKUX TiNsSTHKAX IIKipu abo BIIPOMOBXK TPUBAJIOTO mepiomy. I ocTaTHIX moKa3iB 6e3meku mpemnapary
[JIs1 KIHKY y TIePiof] BariTHOCTI HeMae. 7K i 3 iHMMMU TTIOKOKOPTUKOCTEPOifaMy MiCIIeBOTO

3aCTOCYBaHHS, EJ‘IOKOM® CJIif IpHM3HAYaTy BariTHUM XKIiHKaM TIJIbKY Y TOMY pa3i, SKILI0
IIOTeHIIiHa KOPUCTH Bifl 3aCTOCYBaHHS AJI MaTepi IePEBUIIY€E NOTEHIIIMHAN PU3UK AJIS MI0fa.

HeBimoMo, yu MOXKe MicIieBe 3aCTOCYBaHHSI KOPTUKOCTEPOIiB CIPUYUHATH 3HaYHY CUCTEMHY
abcopOirito, 1110 YTBOPUTH KiJIbKICTh IIpemapary, ika Moxke OyTH BUSBIEHA Y TPYAHOMY MOJIOIII.

Enoxom® CJIif 3aCTOCOBYBATH Y IIePiof rOAyBaHHSA IPYOI0 TUIBKHY MICIIA PETEJILHOIO aHali3y
CIIiBBiMHOINIEHHS KOPUCTI Ta pU3UKYy. AKIINO IpuU3HayvaTH JIiKyBaHHS BeIUKUMU 003aMu abo
3aCTOCYBaHHS YIIPOOBXK TPUBAJIOTO MEPiony, TOMyBaHHS I'PYIAI0 HEOOXiMHO MIPUITUHUTH.

30amuicmb enaueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.



He BcTanoBneHa.

Cnoci6 3acmocyeaHHss ma do3u.

Mas3sb EokoM® HaHOCHTH TOHKHM IapoM Ha ypakeHi JinsHKY mKipy 1 pa3 Ha mo0y. TpuBaIicTh
JIiKyBaHHST BU3HAYAETHCS TSIKKICTIO, Iepe0iromM 3aXxBOPIOBAaHHS Ta BU3HAYAETHCS iHAUBIOYaAIIBHO.

BuxopucTaHHS MiCIleBUX KOPTUKOCTEPOIMiB [iTIM Ta Ha 001M44i HeoOXimHO 06MeXKUTH MiHiMalTbHOIO
KiIbKiCTIO ITOPiBHSIHO 3 €()eKTUBHUMU TePaAlleBTUUHMMHU PeXUMaMH, IIPU [IbOMY TPHBAJIiCTh
JIIKyBaHHS He Ma€ IIepeBUllyBaTy O [IHIB.

Himu.
[iTsiM BiKOM Bif 2 POKIB IIpenapaT 3aCTOCOBYBATH JIUIIE 3a IPU3HAYEHHIM JIiKaps.

Yepes Te, 1110 y AiTEN BeJTMUMHA CIiBBiTHOIIEHHS IIJIOLII TOBEPXHi i Macu Tina Ginblia, HiXK y
MOPOCHNX, MiTH OiNbII CXUNIBbHI 70 PU3UKY IPUTHIYEHHS QYHKIII TimoTamaMo-TimodizapHo-
HaJHAPKOBO3aJI03HOI CUCTEMH Ta ITPOSIBiB CHHAPOMY KyIlMHTa MpY 3aCTOCYyBaHHi Oyab-IKUX
KOPTUKOCTEPOIIiB MiCIIEBOI [il, IKMI 3POCTA€E IIPKU HaHECEeHHI Ha 1ol moHan 20 % moBepxHi
Tina.

PekxoMeHOy€eTHCS 3aCTOCOBYBATH SIKHAUMEHIITY KiJIbKiCTh TTTIOKOKOPTUKOCTEPOIIiB, HEOOXIMHY IS
OTPUMAaHHS TePaNeBTHYHOTO eeKTy, 0co0muBo ¥ miTer. Kypc nikyBaHHS He MOBUHEH IE€PEBUIIYBATH
5 gHiB. [1oBroTpuBae JiKyBaHHS TMTIOKOKOPTUKOCTEPOIaMU MOXKe 3aTPUMYBaTH 3PiCT Ta PO3BUTOK
OUTHHU.

Be3neyHicTh 3aCTOCYyBaHHs NpenapaTy EnokoM® giTaM nmpoTarom Ginbiue 6 THXHIB He BUBYAIach.
IcHy10TH nuIle 06MeXeHi faHi CTOCOBHO JiKyBaHHS [iTel BiKOM [0 2 POKiB.
MomMmeTa30H He CIlif 3aCTOCOBYBATHU [JId JIIKYBaHHS OepPMaTUTY, CIPUYUHEHOr0 HOCIHHAM MifATry3KiB.

Mag3b He CJIiff 3aCTOCOBYBAaTH IIifl OKJII03i1HI [T0B'A3KH, SKILIO TiIBKY Ile He IPU3HAYEeHO JIiKapeM, a
TAK0XK HAHOCUTH Ha OiNSHKM Iif miary3ku abo TpycaMmw, SIKi He MPOIMyCKal0Th BOJIOTY.

Ilepedo3yeanHsi.

HapgMmipHe TpuBase 3aCTOCYBaHHS MiClIIeBUX KOPTUKOCTEPOIMiB MOXKe IPUTHIYYBaTH QYHKIIII0
rinotanaMmo-rinodizapHo-HafHUPKOBO3aJI03HOL CUCTEMH, 110 MOXKe MPOSBUTUCS Y BTOPUHHIN
HEeIOCTaTHOCTI HaMHUPKOBUX 3aJ103, sKa 3a3BU4ail € 000POTHOIO.

Y pasi npurHiueHHs Li€i cucteMu Ciif 30iMbIIUTY iHTEPBAJ MiXK HaHECEHHSIMU ab0 XK 3aCTOCYBaTH
'KC 3 MeHII010 aKTUBHICTIO ab0 BiIMiHUTH ITpemapar.

BwmicT cTepoiny y KOXKHOMY KOHTeMHEPI HACTIIBKY MaJIui, 0 Y pa3i MaJoMMOBIPHOTO BUIIAHKOBOTO
KOBTAHHS IIpelapaTy TOKCUYHUN edeKT Oyme Maiike HEIIOMITHUM abo BifCyTHIM.



ITobiuni peakuii.

Huxue HaBeneHi mobiuHi peakii, mpo sKi MOBIIOMIISAIOCS V 3B'SI3KY 3 3aCTOCYBAHHSM IIPerapaTy
Enokom®, 3a cucTeMaMy OpraHiB Ta 4acTOTO0: AyXe dacTo (=1/10); wacto (=1/100, <1/10); HedacTo
(=1/1000, <1/100); pigko (=1/10000, <1/1000); oyxe pigko (<1/10000); HEBiTOMO (HEMOKIIUBO
OLIIHUTH 3a HasBHUMU JAaHUMHU).

IHpekuil ma iHeasii: myxXe pigKo - GOMKYIiT; HeBigomo - iHdeKIil, GypyHKYIH.

3 6oky Hepsosoi cucmemu: OIyKe PIOKO - BiAUyTTS MeUYiHHSA; HEBIZOMO - IIapecTesil.

3 6oky wkipu ma nidwkKipHoi KAiMKoBUHU: IyXke PifKo - cBepbiXkK; HeBiMOMO - KOHTAKTHUYN IePMaTHT,
rinomirMeHTanis MKipH, TinepTpux03, aTpoiyHi CMYyTH IMIKipH, OepMaTUT aKHeNoniOHuM, aTpodis

IKipH.

3azanvHi nopyweHHA ma peakuyii y Miclyi HaHeCeHHsA: HeBimoMo - Oifib y MicIli HaHeCeHHS, peakiii y
MicIli HaHeCeHHS.

3 60Ky opaaHie 30py: HEBIZOMO - HEUITKICTh 30pY (OHMB. TaKOXK Po3min «Oco6MMBOCTI 3aCTOCYBaHHST»).
[IpormineHrnikob, Mo BXOAUTE OO CKJIaAy IpernapaTry, MoXe CIPUYMHUTY IOfPa3HeHH LIKIpHU.

Micuesi mo6iuHi peaxiiii, mpo sKi HeYacTo MOBiAOMIISINIOCS Y 3B'I3KY 3 3aCTOCYBaHHSIM TOIIYHUX
IepMaToJIOTiYHUX KOPTUKOCTEPOIAIiB, BKITIOYAIOTh: CYXiCTh Ta IOJpa3HeHH IIKipH, IepPMaTHuT,
nepiopaabHUN AepMaTHUT, Mallepallilo MKipy, 30iIbIIeHHS IO ypakKeHHs, TOCUIEeHHS IIPOsIBiB
aJneprii, epuTeMy, CTpHi, MTHULIO Ta TeleaHTieKTa3il, mamyb0o3Hi, MyCTYyIb03HI BUCUIIAHHS Ta
BiUYTTS IIOKOJIFOBaHHS.

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.

30epiraTu y HELOCTYIIHOMY [Jig HiTel MicIli mpu TeMIiepaTypi He Buie 25 °C.

YnakoBka.

Ty6u o 15 r a6o 30 r Ne 1 y KapTOHHI# KOpOOLIi.

Kareropis Bignmycky. 3a penentom.

BupoOHHUK.

Opranon XeticT 08, Bemnbris/



Organon Heist bv, Belgium.

Micue3HaxoIKeHHsI BUPOOHHKA Ta afipeca Micls MpoBaIXKeHHS HOT0 Tis/IbHOCTI.
Iapyctpienapk 30, 2220, Xeuct-on-aeH-bepr, bemnbris/

Industriepark 30, 2220, Heist-op-den-Berg, Belgium.



