[HCTPYKIIIA

IJISI METUYIHOT' 0 3aCTOCYBaHHSA JIIKapChKOT'0 3aC00y

EnokoM®

(Elocom®)

Cknao:
Oitoua pevosuHa: mometasone furoate;
1 r kpemy MicTUTH MOMeTa30HY ¢ypoaty 1 mr;

00OnoMmidCHI pevyo8uHU: TeKCUJIEHTIIKOTIb, BOAA OUYUIeHa, KIucnoTa GochopHa KOHIEHTPOBaHa,
rigporeHizoBaHuul pocorununxonid, Tutany giokcup (E 171), amoMiHieBa Cinb OKTEHIICYKIIMHATY
KpoXMaJtio, Bick 6inmuii, mapacdin 6imuil M'aKuii.

JIikapcbKa ¢opma. Kpewm.

OcHosHi pizuko-xiMiyHi 8aacmusocmi: 6inoro abo Maiixke 0ioro KONMbOPY M’sIKOi KOHCUCTEHIIii
OTHOPimHUM KpeM, 63 CTOPOHHIX BKITIOYEHb.

dapMakoTepaneBTHYHA rpyna. KopTuKoCTepoifu A 3aCTOCYBaHHS Y AePMaTOJIOril.

Koxm ATX DO7A C13.

dPapmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

MomMmeTa3oHy ¢ypoaT - CHHTETUYHUY TTIIOKOKOPTUKOCTEPOI I MiCLIeBOTO 3aCTOCYBaHHS 3
IIPOTHU3aMaNbHUM, IPOTHCBEPOIXKHIM Ta aHTHEKCYNAaTUBHUM e(deKTaMHu.

dapmaxoKiHemuxka.

dapMaKOKiHEeTHYHI MOCIIIXKEHHS M0Ka3allu, 1[0 CUCTeMHa abcopOIrist mics MiclieBOro HaHEeCeHHS
MoMmeTa3oHy ¢ypoaty 0,1 % e minimanpHOW0; Tpubau3HO 0,4 % 3aCTOCOBAHOI 103U BUBOIUTHCS 3
OpraHi3My yIpomoBXK 72 TOOUH Iic/ig HaHeCeHHs. BcTaHOBUTH XapakTep MeTabomiTiB 6yno
MIPAaKTUYHO HEMOXK/IMBO Yepe3 HEBEJIUKY KiTbKiCTh, MPUCYTHIO Y M1a3Mi KPOBi Ta BUAIIEHHSIX.



Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

3anasnbHi gBHIIa i cBepOik MpU gJepMaTo3aX, 110 MifaThCs Tepalii KOpTUKOCTEPOIIaMu, ¥ TOMY
yuci ncopia3 (KpiM momupeHoro GISIIKOBOTO IICOpia3y) Ta aTOMIYHUM IePMaTUT,  TOPOCTIUX i miTen
BIKOM Bif] 2 POKiB.

IIpomunoka3aHHsA.

Enokom® IpOTUIIOKA3aHMiA IPK po3aliea, akKHe ByJbrapic, aTpodil mKipy, mepiopanbHOMy [€PMATHTI,
nepiaHaJbHOMY Ta TeHiTaTbHOMY CBepbexi, MiATY3KOBUX BUCUIIAHHSAX, OaKTepialbHUX (HalpUKIag
iMIIeTUro, miomepMir), BipyCHUX (HaIpUKJIa[ reprec IPOCTUY, replec Onepi3yBaibHUY Ta BiTpsHa
Bicma, mpocTi 60poaBKu, TOCTPi KOHAMIOMHU, KOHTATi03HUM MOJIIOCK), Tapa3UTHUX Ta I'PUOKOBUX
(Hampuknag Kaauga abo mepMatodit) iHeKIiax, Ty0epKymbo3i, cudinici abo mocTBaKIIMHAIBHUX

PEaKIisx. EJ‘IOKOM® He CJIifl 3aCTOCOBYBaTH Ha paHax ab0 Ha BKPUTiM BUpa3KaMH IIKipi.
[TpenapaT MpOTUIIOKA3aHUH NalliEHTaM 3 ITiABUINEHO YYTIHUBICTIO N0 OyIb-IKOT0 3
KOMIIOHEHTIB IIpernapary a0o [0 iHIMX TII0KOKOPTUKOCTEPOIMIB.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

He BcTanoBieHa.

Oco06.1ue8ocmi 3acmocyeaHHsi.

Y pasi BUHUKHEHHS oapa3HeHb abo ceHcubinisarnii, HeoOXimHO MPUITMHUTH JTiIKYBaHHS IIperapaToM

EJ‘IOKOM® Ta PO3II0YaTH BITIOBIAHE JIIKyBaHHS.

Y pasi po3BUTKY CynyTHBOI iHGeKil mKipyu HeoOXigHO 3aCTOCOBYBATH BiiMIOBITHUM TPOTUTPUOKOBUM
abo aHTuOaKTepianbHUM Npenapart. AKII0 MPOTSATroM KOPOTKOTO Yacy He BOAETLCS JOCSATTH
IIO3UTUBHOI JYHAMIKY, 3aCTOCYBaHHs KpeMy EnokoM® CIlif IPUIKMHATH, TIOKY iHpeKIis He Oyme
IIOBHICTIO YCYHEHA.

CucreMHa abcopOIlist Py MiclIeBOMY 3aCTOCYBaHHI Pi3HUX TTTIOKOKOPTUKOCTEPOIAiB (I'KC) Moxe
CIIpUYUHATA 000POTHE IPUTHIYeHHS QYHKII rimoTamaMo-rinodizapHo-HagHUPHUKOBO-3aJI03HO1
CHCTEMU 3 MOXKJIMBOIO ITTIOKOKOPTUKOCTEPOINHOK HEJOCTATHICTIO MiC/Isl IPUNUHEHHS JTiKyBaHHSA. Y
MesIKMX Malli€eHTiB MOXKYTh BUHUKATH MPOSIBU CUHOPOMY KyIuHra, rimepriikeMis i TITI0KO3ypis.

[TamieHTiB, sIKi 3aCTOCOBYIOTh MiCLIEBHM CTEPOIN Ha BENIUKUX HiNsHKaX MKipy abo i3 BUKOPUCTAHHSIM
OKJTIO3IMHUX TIOB'SI30K, CIIif] IepiofUYHO MepeBipATH Ha HasABHICTh NPUTHIYeHHS (QyHKIII rimoTamamo-
rinodizapHO-HagHUPHUKOBO3aJI03HOI CUCTEMHU. TaKy IepeBipKy MOXKHa BUKOHATH IIITXOM
npoBeneHHs TecTy 3 AKTT-cTuMysllieto, BUMipIOBaHHS PaHKOBOI'O BMIiCTy KOPTU30J1y Y Mjia3Mi KPOBi
Ta B IHIIINX CepefoBUIlaX, OKpiM ceui.

Bynb-ski mobiyHi edekTH, 110 BUHUKAIOTh IPU 3aCTOCYBaHHI CUCTEMHUX KOPTUKOCTEPOITIB,
BKJTIOYAlOYH NPUTHIYeHHS QYHKII KOPX HagHAPKOBHUX 3aJ103, MOXKYTh Bif3Ha4aTHUCH i IPpX MiCIIeBOMY



3aCTOCYBaHHi T'TIOKOKOPTUKOCTEPOINiB, 0COOIMBO ¥ HEMOBJIAT Ta HiTEH.

IiTsiM, a TaKOXK Ha 00JIMYYs OKJII03il0 He CJliff 3acTocoByBaTH. Cllifi yHUKATH IOTPAIIAHHS i KpeMy
Ha CII130Bi 000JIOHKH.

Tomiyni cTepoinu MoxXyTh OyTH HeOe3MMeYHNMH y BUIIagKax Icopia3y 3 0araThox MPUUNH,
BKJIIOYANYU PELUANBY IiC/Is PO3BUTKY TOJIEPAHTHOCTI, PU3UK reHepaIi30BaHOI0 MyCTYIbO3HOTO
TIcopia3y Ta PO3BUTOK JIOKa/lIbHOI ab0 CUCTEMHOI TOKCHYHOCTI Yyepe3 nociabneny 6ap'epHy QyHKIIi0
IIKipu. Y pa3i 3aCTOoCyBaHHS IIpelapaTy IpU Icopia3i gyxKe BaXK/IMBO 3[iliCHIOBATH PETEIbHUI
HArasam 3a HallieHTaMu.

[Ipu panToBOMY NPUIKMHEHHI TPUBAJIOTO JIIKyBaHHS MOXKe PO3BUHYTHUCS €(deKT IOBEPHEHHS
CUMIITOMIB y BUTJISAZL IePMAaTUTY 3 IHTEHCUBHUM II0YEPBOHIHHAM, IOJPa3HEHHAM Ta IEeYiHHAM.
3ano0irTu 11bOMy MOKe ITOBilIbHA BigMiHa IpemnapaTy, HallpUKJiaf, JiKyBaHHS 3 TIepepBaMy, ax [0
IIOBHOTO MPUIINHEHHS.

[ TIOKOKOPTHKOIOM MOXKYTh 3MIiHIOBATA O3HAKM JESIKUX YPaXkKeHb Ta YCKIIQMHIOBATA BU3HAUEHHS
BiIMOBIIHOTO [iarHO3y, 1110 TaKOX Oyae 3aTpUMyBaTH ONYKaHHS.

[Mpemapat EHOKOM® He MTpHU3HadYeHu! st 0PTaIbMOJIOTiYHOTO 3aCTOCYBAHHS, BKIIIOUAl0Yn
HaHeCeHHs Ha O0BiKM. He MoXKHa [0MlyCcKaTH NoNafaHHs IIpernapary B 04i.

[Tpu 3acTocyBaHHI KOPTUKOCTEPOIMiB CUCTEMHOI Ta MiClieBO1 il (BKJTI0Yaiouu iHTpaHa3ajbHe,
iHransAuiiHe Ta BHYTPIMIHBOOUHE BBEOEHHS) MOXKYTh BUHUKHYTU IOPYIIEHHS 30pY. fAKII0 BUHUKAIOTh
TaKi CUMIITOMH, SIK HEUITKICTh 30py abo iHIIIi mOpYIIeHHs 30y, MallieHTy Clif ITPONUTH 00CTEXEHHS Y
odTampMonora il OLiHKY MOXKJIMBHUX IPUYUH IIOPYIIEHHS 30Dy, SIKi MOXKYTh BKJIIOYaTH KaTapakrTy,
rinaykoMmy abo Taki pifKicHi 3axBOpioBaHHS, SIK IleHTpa/JbHa Cepo3Ha XOpiopeTHHOMAaTis, IPo 10
TIOBiIOMJISINIOCS TIiC/ISl 3aCTOCYBaHHSA KOPTUKOCTEPOIMiB CUCTEMHOI Ta MicIeBol [ii.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

[Tig yac BariTHOCTi a60 romyBaHHS IPYAII0 JTiKyBaHHS IIpernapaToM CJIifl TPOBONUTHU TilbKHU 3a
npu3HauYeHHIM jikaps. OgHak i B 11boMy pa3i HeoOXiTHO YHUKATH 3aCTOCYBaHHS KpeMy Ha BEJTUKUX
OifsTHKax WKipu abo BIPOIOBXK TpHBaioro nepioxy. [locTaTHiX oka3iB 0e3MeKu Ipemnapary s
JKIHKHM y TIepiof] BaTiTHOCTI HeMae. 7K i 3 iHIIMMU T'TI0OKOKOPTUKOCTEPOifaMu MiCIIeBOTO

3aCTOCyBaHHS, Emoxom® CJIiA IpU3HA4YaTH BariTHUM XiHKaM TiUIbKU Y TOMY pasi, SKIIO0
IIOTEeHLIiHA KOPXCTh Bifl 3aCTOCYBaHHS [JI MaTepi IepeBUIIy€e NOTEHIIMHNY PU3UK AJIA IIJI0fa.

Hesigomo, yu MoXe MicIleBe 3aCTOCYBaHHS KOPTUKOCTEPOIAiB COPUYUHATY 3HaYHY CUCTEMHY
abcop61iito, 1110 YTBOPUTH KilbKICTh IIpenapary, sika Moxe O0yTy BUSBJIeHA Yy TPYOHOMY MOJIOIII.

Enoxom® CJIil 3aCTOCOBYBATH Y I1epiof rONyBaHHS I'PYALI0 TUIBKY IIICIIA PETENIbHOI0 aHali3y
CIiBBiTHOIIEHHS KOPUCTI Ta pU3UKY. AKIIO MPU3HAYAEThCS JIIKYBaHHS BEIMKUMU 103aMu ab0
3aCTOCYBaHHS YIIPOOBXK TPUBAJIOro Mepiony, TOAyBaHHS I'PyAAI0 HeOOXiIHO NPUIUHUTH.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexdaHismamu.



He BcTanoBneHa.

Cnoci6 3acmocyeaHHss ma do3u.

Kpem Enoxom® HamocuTy ToHKEM IIIapoM Ha ypazKeHi OinsgHKy mKipu 1 pa3 Ha go0y.
TpuBanicTh MiKyBaHHS BU3HAUAETHCS TSIKKICTIO, IEPe0iroM 3aXBOPIOBAaHHS Ta BU3HAUAETHCS
IHAUBIAYaAIIBHO.

BukopucTaHHs MiCclieBUX KOPTUKOCTEPOIMiB MiTSIM Ta Ha 00uY4di HeoOXimHO 00MeXHUTH MiHiMaTbHOIO
KiIBKIiCTIO ITOPiBHSHO 3 €()eKTUBHUMU TePAlleBTUUHUMHU PEXUMaMU, [IPU [IbOMY TPUBAJIICTh
JIIKyBaHHSI He Ma€ [IepeBUIyBaTy b OHIB.

Himu.
[iTaM BIKOM Bif 2 pOKiB IpenapaTr 3aCTOCOBYBaTH JIUIIE 3a IPU3HAUYEHHAM JIiKap4.

Yepes Te, 1110 Y {iTel BeTUYMHA CIiBBITHOLIEHHS IIJIOIIi TOBEPXHI i Macu Tina Oinblie, HiXK y
MOPOCTNX, MiTH OiJBII CXUMBbHI 70 PU3UKY IPUTHIYEHHS QYHKIIi IimoTamaMo-TimogizapHo-
HaJHUPKOBO3aJI03HOI CUCTEMH Ta IIPOSIBiB CHHOPOMY KyIlMHTa Mpy 3aCTOCYyBaHHi OyIb-TKUX
KOPTHUKOCTEPOIiB MiCIIeBOI [iil, SKUI 3pOCTa€ MpH HaHeCEeHHi Ha momi moran 20 % moBepxHi
Tina.

PeKOMeHIyeThCST 3aCTOCOBYBATH SIKHAUMEHINY KilbKiCTh TTIIOKOKOPTUKOCTEPOIMiB, HEOOXigHY OJist
OTPUMAaHHS TepaneBTUYHOT0 eekTy, 0co0nuBo y mitel. Kypc jikyBaHHS He IIOBUHEH IIePEBUIIyBaTH
5 gHiB. [JoBroTprBae JIiKyBaHHS TTTIOKOKOPTUKOCTEPOIaMy MOXKe 3aTPUMYBaTH 3PiCT Ta PO3BUTOK
OUTHHU.

BesneuHicTs 3acTocyBaHHs npenaparty EnokoM® y miTeil mpoTaroM Ginbiue 6 THAKHIB He BUBYaIach.
IcHyIOTD nuIe 0OMeXkeHi JaHi CTOCOBHO JIiKyBaHHS AiTel BiKOM [0 2 POKiB.

MowmeTa30H He CJIif 3aCTOCOBYBaTH AJ1s JIIKYBaHHS OePMaTUTY, CIPAUYMHEHOI 0 HOCIHHAM
MiATy3HUKIB.

KpewM He cniif 3acTOCOBYBaTH IIif OKJIIO3iMHI ITOB'43KH, AKILO TUILKY Ile He IpU3Ha4Y€eHo JIiKapeM, a
TaK0XK HAaHOCUTH Ha OiNSTHKY Mif HiAry3HUKH a00 TPycH, sIKi He MPOIYyCKaiTh BOJIOTY.

Ilepedo3yeaHHsi.

HapgMmipHe TpuBaje 3aCTOCYBaHHS MiClleBUX KOPTUKOCTEPOIiB MOXKe IPUTHIYYBaTH QYHKIIII0
rinotanaMmo-rinodizapHo-HafHUPKOBO3aJI03HOI CUCTEMH, 110 MOXKe MPOSBUTUCS Y BTOPUHHIN
HEe[OCTaTHOCTI HaMHUPKOBUX 3aJ103, sKa 3a3BU4ail € 000POTHOIO.

Y pasi npurHiueHHs 1i€i cucteMu Ciif 36iMbIKUTY iHTEPBA MiXK HaHECEHHSIMU ab0 XK 3aCTOCYBaTH
I'KC 3 MeHIII00 aKTUBHICTIO a00 BiIMiHUTH IIpemapar.

BwmicT cTepoiny y KOXKHOMY KOHTeMHEpI HACTIIBKY MaJiuii, 0 Y pa3i MaJoMMOBIpHOTO BUIIaHKOBOTO



KOBTAHHS IIpernapary TOKCUYHUM epeKT Oyne Maike HETOMITHUM a0 BiICyTHIM.

ITobiuni peakuii.

Huxue HaBeneHi mobiuHi peakii, mpo sKi MOBiIOMIISAIOCS V 3B'SI3KY 3 3aCTOCYBAHHSM IIPeIapaTy
Enokom®, 3a cucTeMaMy OpraHiB Ta 4acTOTO0: Ayxe "acTo (=1/10); gacto (=1/100, <1/10); HewacTo
(=1/1000, <1/100); pigko (=1/10000, <1/1000); oyxe pigko (<1/10000); HEBiTOMO (HEMOKIIUBO
OIIIHMTH 3a HasSBHUMHM JaHUMH).

IHexuii ma iHeasii: myKe PimKo - GOIIKYIIiT; HeBimoMo - iHbeKii, GypyHKYIH.

3 60Ky Hepsosoi cucmemu: OyKe PigKO - BiAYYTTS MIeYiHHSA; HEBIJOMO - IIapecTesil.

3 6oky wkipu ma nidwkKipHoi KAimKoB8uHU: IyXke PifKo - cBepbikK; HeBiMOMO - KOHTAKTHUYN IePMAaTHT,
rinomirMeHTamis MIKipy, TinepTpUx03, aTpoQiyHi CMYyTH IMIKipK, OepMaTUT aKHeNoniOHuM, aTpodis

IIKipHU.

3azanvbHi nopyweHHA ma peakuii y micui HaHeceHHs: HeBimoMo - 6iflb y MiClli HaHeCeHHs, peakKilil y
MICIIi HaHEeCEeHHS.

3 60Ky opaaHis 30py: HEBIIOMO - HEUITKICTh 30PY (AUB. TaKOK po3Min «OCoOIUBOCTI 3aCTOCYBAHHSI»).

Micuesi mobigHi peaxiiii, Ipo sSKi HeYacTO MOBiAOMIISIIOCS IIPX 3aCTOCYBaHHI TOMIYHUX
[IepMaToJIOTiYHUX KOPTUKOCTEPOIAiB, BKIIIOYAI0Th: CYXiCTh Ta IOAPa3HEeHH] MIKipH, JepMaTuT,
nepiopaabHUY OepMaTUT, Mallepallilo MKipy, CTPHl, 3aTOCTPEHHS 3aXBOPIOBaHHS, €PUTEMY, IITHUITIO
Ta TeJleaHTieKTas3il, manyab03Hi, MyCTy/IbO3Hi BUCAIIAHHS Ta BiTUyTTS ITOKOJIIOBAHHS.

Tepmin npudamHocmi. 2 POKH.

YmMmoBH 30epiranns.

30epiratu y HeJOCTYIIHOMY OJIs1 giTel MicIli mpu TeMIepaTypi He Buie 25 2C.

YnakosBka.

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

Kareropis Bigmycky. 3a peLentom.

BupoOHHK.

Opranosn XeticT 68, bBemnbris/



Organon Heist bv, Belgium.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs MOro Jis/IbHOCTI.
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