IHCTPYKLIA
IUISI MEIHYHOr0 3aCTOCYBaHHA JIiKapChbKOro 3aco0y
Enokom®

(Elocom®)

CKnao:
ditoua pevyosuHa: mometasone furoate;
1 r noceiioHYy MiCTUTE MOMeTa30Hy pypoaty 1 mr;

0ONOMIdICHI peyo8UHU: CTIMPT i30T POIIiIOBUY; MPOIMiIEHT TiKOJIb; TiHPOKCUIIPOIIINIEN0I03a; HATPit0
purigpodocdat, purigpat; KucaoTa pochopHa pPo3BefeHa; BOJa OUUIIEHa.

JlikapcbKa ¢popma. JIoChiioH.

OcHosHi pisuko-xiMiuHi 8aracmusocmi: 6e306apBHUY ab0 371eTKa KOBTYBATOT0 KOILOPY OGHOPIAHUMN
JIOCBYOH.

®apMakoTepaneBTHYHA rpyna. KopTukocTepoigu Ajis 3aCTOCYBaHHS y lepMaTOoJIoril.

Koxm ATX DO7A C13.

®Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

MomeTa30Hy ¢GypoaTr - CUHTEeTUYHUYN T'TIOKOKOPTHKOCTEPOIN AJIST MiCLIeBOT0 3aCTOCYBaHHS 3
ITPOTH3AMNaNbHUM, TPOTHCBEPOIKHUM Ta aHTUEKCYIaTUBHUM e(deKTaMHu.

dapmaxoKiHemuxka.

d®apMaKOKiHETUYHI MOCITIIXKEHHS M0Ka3allH, 1110 CUCTeMHa abcopO1rist mics MiclieBOro HaHEeCEeHHS
MoMmeTa3oHy gypoaty 0,1 % € minimanpHO0; Tpubau3HO 0,4 % 3aCTOCOBAHOI 103U BUBOIUTHCS 3
OpTraHi3My yIIPOOOBXK 72 TOOWH IIiCIIsT HaHeCeHHs. BcTaHOBUTH XapakTep MeTabomiTiB Oyno
IPaKTUYHO HEMOXKJIMBO Yepe3 HEBEJIUKY KiNTbKiCTh, MPUCYTHIO y TJ1a3Mi KPOBi Ta BUMiTEeHHSX.

Kniniuni xapakKTepuCTHKH.

IToka3auHs.



JIikyBaHHS 3allaJIeHHsI Ta CBep0eXYy, CIPUYMHEHUX NePMaTO3aMH Ha IIOBEPXHI BOJIOCUCTOI YaCTUHU
IIKipu (IIKipa rOJI0BM), @ TAKOXK IIPU AepMaTo3ax, 110 MigaaloThCsa Tepallii IITI0KOKOPTUKOCTEPoigaMy,
TAKUX SK IIcopia3 (KpiM moumupeHoro OISIIKOBOTO IICOPiady) Ta aTOMIYHUM IePMATUT V TOPOCIIHX i
OiTel BiKOM Bif 2 POKIB.

IIpomunoka3aHHs.

Enokom® MpoTUIIOKA3aHWi IPK Po3aliea, akHe ByJIbrapic, arpodii mKipy, mepiopansHOMY AepMaTuTi,
nepiaHaIbHOMY Ta TeHiTalbHOMY cBepbexi, miATy3KOBUX BUCUIIAHHSX, OaKTepianbHUX (HapUKIaL
iMIIeTUro, miofepMiT), BipyCHUX (HaIpUKJIaf repiec IPOCTUM, replec onepi3yBaJbHUM Ta BiTpsgHa
BicIa, MpocTi 60pPOOABKM, TOCTPi KOHOUIIOMHU, KOHTArio3HUM MOJIIOCK), Tapa3uTHUX Ta TPUOKOBUX
(Hampukam KaHaouma abo mepMatodit) iHekIiax, Ty0epKymbo3i, cudinici abo mMOCTBaKITMHAIBHUX

peaxIiax. Emoxom® He CJTig 3aCTOCOBYBaTH Ha paHax ab0 Ha BKPHTIiil BUpa3KaMu LIKipi.

[IpenapaT NpoTUNIOKa3aHUY NalliEHTaM 3 MiABUIIEHO0 YYTIUBICTIO A0 Oyab-IKOT0 3
KOMITOHEHTIB ITpernapaTy abo o iHIIMX TTI0KOKOPTUKOCTEPOIiB.

B3aemodin 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

He BcTaHoBneHa.

Oco6 1ueocmi 3acmocyeaHHsi.

Y pasi BuUHUKHEHHS Togpa3HeHb a0o ceHcuOinizanii HeoOXiTHO TPUIMHUTH JTIKYBAHHS Ta PO3M0YATH
BIfITIOBiHE JTiKyBaHHS.

Y pazi po3BUTKY CymyTHBOI iHdeKii mKipu HeoOXigHO 3aCTOCOBYBATH BiMIOBIIHMM TPOTUTPUOKOBUIH
abo aHTrOaKTepianbHUM Npenapart. AKII0 NPOTATroM KOPOTKOTO Yacy He BOAETLCS JOCSATTU

TIO3UTHBHOI JUHAMIKY, 3aCTOCYBaHHS JIOCHHOHY EJ‘IOKOM® CJIi[ IPUIIMHUTH, TIOKY iHDEKIis He
Oy[e MOBHICTIO YCYHEHA.

CucrtemHa abcop01is Ipyu MicIIeBOMY 3aCTOCYBaHHI Pi3HUX I'TIOKOKOPTUKOCTEPOIiB MOXKe
CIIPpUYXHSATHA 000POTHE IPUTHiYeHHS QyHKIII rimoTamaMo-rinodizapHo-HagHUPKOBO3aJI03HOI CUCTEMHU
3 MOXKJIMBOIO TTIOKOKOPTUKOCTEPOINHOI HEJOCTATHICTIO MiC/Isl IPUNIUHEHHS JTiKyBaHHSA. Y [IEeIKUX
TAIiEHTIB MOXKYTh BUHMKATH MPOSIBA CHHAPOMY KyiuHra, rinepriikeMis 1 TJIFOKO3YPid.

[TamieHTiB, sIKi 3aCTOCOBYIOTh MiCLIEBHY CTEPOIN Ha BEJIUKUX HiNsHKAX IMKipu abo i3 BUKOPUCTAHHSAM
OKJTIO3IMHUX TTOB'SI30K, CIIij] IepiofUYHO MePeBipATH Ha HasABHICTh NPUTHiYeHHS QyHKIII rimoTamamo-
rinodizapHO-HagHUPKOBO3aJI03HOI CUCTEMHU. TaKy MepeBipKy MOXXHa BUKOHATH IUISTXOM ITPOBENEHHS
tecTy 3 AKTT-cTumynani€eo, BUMIpIOBaHHSA PAaHKOBOTO BMICTY KOPTU30J1y V IIJIa3Mi KPOBI Ta B IHIINUX
cepenoBUIIax, OKpiM cedi.

Bynp-ski mob6iuni eekTH, 1110 BUHUKAIOTDH TP 3aCTOCYBaHHI CUCTEMHUX KOPTUKOCTEPOITIB,
BKJTIOYAlOYH NMPUTHIYEeHHS QYHKII KOPY HagHUPKOBUX 3aJ103, MOXKYTh Bif3Ha4YaTUCS i IpX MiCIIeBOMY
3aCTOCYBaHHi ITIOKOKOPTUKOCTEPOIfIiB, 0COOIMBO Y HEMOBJISAT Ta HiTEH.

IiTsiM, a TaKOK Ha 06JIMYYs OKJII03ii0 He CJTif 3acTocoByBaTH. CIlifl YHUKATH MOTPAIISTHHS



IIperapaTy Ha CIu30Bi 0O0IOHKH.

Tomiuni cTepoinu MoXyTh 6yTH HeOe3MMeYHUMH y BUIIagKax Icopia3y 3 0araThox MPUUNH,
BKJIOYAIYU PEeLUANBY IiC/Is PO3BUTKY TOJIEPAHTHOCTI, PU3UK MeHepaIi30BaHOI0 MyCTYIbO3HOTO
TIcopia3y Ta PO3BUTOK JIOKa/IbHOI a60 CUCTEMHOI TOKCHYHOCTI Yyepe3 nocnabneny 6ap'epHy QyHKIIi0
IIKipu. Y pa3i 3acToCyBaHHS IIpelnapaTy IpU Icopia3i gyxKe BaXK/IMBO 3[iliCHIOBATH PETEIbHUI
HAraan 3a HalieHTaMu.

[Ipu panToBOMY NMPUIKMHEHHI TPUBAJIOTO JTIKyBaHHS MOXKe PO3BUHYTHUCS €(deKT IOBEPHEHHS
CUMIITOMIB y BUTJISAZI IePMATUTY 3 IHTEHCUBHUM II0YEPBOHIHHAM, IOAPa3HEHHAM Ta [IeYiHHAM.
3ano0irTu 11bOMy MOKe ITOBilIbHA BigMiHa NpenapaTy, HallpUKJiaf, JiKyBaHHS 3 IepepBaMy, ax [0
IIOBHOTO MPUIINHEHHS.

[ TIOKOKOPTHKOIOM MOXKYTh 3MiHIOBATH O3HAKM JESIKUX YPaXKeHb Ta YCKIQMHIOBATA BU3HAUYEHHS
BiIMOBIIHOTO [iarHO3y, 110 TaKOX Oyae 3aTpUMYyBaTH OfYKaHHS.

JToceitor EnokoM® MiCTUTB IPOMiNeHTTKOIb, SKAH MOXKe CIPHUYNHATY NOApa3HEeHHs IIKipH.

[Tpemapat Enoxom® He IIPU3HaYEeHUN AJIs1 0 TaTIbMOJIOTIYHOT0 3aCTOCYBaHHS, BKII0Ya04Yn
HaHEeCEeHHS Ha MOBiKU. He MOXKHa AOMyCKaTH MOMTafaHHS IIpernapaTy B O4i.

[Tpu 3acToCyBaHHI KOPTUKOCTEPOIMIiB CUCTEMHOI Ta MiclieBoi fil (BKJI0Yaouy iHTpaHa3ajbHe,
iHTasndIiiiHe Ta BHYTPIITHbOOYHE BBEEHHS) MOXKYTh BUHUKHYTH IIOPYIIEHHS 30PY. AKI0 BUHMKAIOTh
TakKi CHMIITOMH, K HEUiTKICTh 30py abo iHIIi MOPYIIeHHS 30Py, HALi€HTY CHif MPONTH 00CTeXKEHHS Y
odTanbpMosora s OLiHKY MOXKJIMBUX IPUYHNH MTOPYIIEHHS 30PY, SKi MOXKYTh BKJTIIOYATH KaTapakTy,
riaaykomy abo Taki pimKicHi 3aXBOpIOBaHHS, SIK IeHTPaJibHa CepO3Ha XOPiOpeTUHOMATIs, PO 110
MIOBIAOMJISINIOCS MICJIST 3aCTOCYBaHHS KOPTUKOCTEPOIMiB CHCTEMHOI Ta MiCILIeBOl [il.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

Y nepiop BaritHOCTi ab0 romyBaHHS TPYAAI0 JTiKyBaHHS IIpernapaToM CJIifi IPOBOOUTHU TifIbKY 3a
npu3HauYeHHIM jikaps. OgHak i B 11boMy pa3i HeoOXimHO YHUKATH 3aCTOCYBaHHS IIperapaTy Ha
BEJIMKUX TiNsTHKaX IKipy abo BIPOMOBXK TPUBAJIOTO mepiony. JocTaTHIX JoKa3iB 6e3meYHOCTi
npernapary [jisg KiHKY y 1epiofd BariTHOCTI HeMae. 4K i 3 iHIIMMHU TITIOKOKOPTUKOCTEPOIaMu

MiCIIEBOT0 3aCTOCYBaHHS, EJ‘IOKOM® CJIif IpM3HAYaTH BariTHUM XKIiHKaM TIUIBKY y TOMY pasi,
SIKIIO ITIOTEeHLIMHA KOPUCTD Bifl 3aCTOCYBaHHA I MaTepi IepeBULLy€E IIOTEHI[IMHUN PUSUK [JId
sIona.

HesimoMo, y¥ MOXKe MicIieBe 3aCTOCYBaHHSI KOPTUKOCTEPOIiB CIPUYUHUTH 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.

Kineka Kpamens 10csiioHy EnokoM® HaHOCHTH Ha ypaxkeHi Micus 1 pa3 Ha mo6y; 06epexHo Ta
pPeTeNbHO BTUPATH [0 [IOBHOI'0 BCMOKTYBaHHS IIpernapary.

BukopucTaHHs MiCIleBAX KOPTUKOCTEPOIAiB HiTAM Ta Ha 001144i HeoOXimHO 00MEeKUTH MiHIMaIbHOIO
KiJIbKICTIO TTOPiBHSAHO 3 e(peKTUBHUMHU TEPANEBTUYHUMU PeXKUMaMU, IIPU I[bOMY TPUBAJIICTh
JIIKYBaHHS He Ma€ [IepeBUlllyBaTU 5 OHIB.

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.

Bes3neyHicTh 3aCTOCyBaHHs Ipenaparty EnokoM® y miTeil mpoTaroM 6inblie 6 THXKHIB He BUBYAsIach.
IcHy10TH nuIle 06MeXeHi faHi CTOCOBHO JiKyBaHHS [iTel BiKOM [0 2 POKiB.
MomMmeTa30H He CIlif 3aCTOCOBYBATHU [JId JIIKYBaHHS OepPMaTUTY, CIPUYUHEHOr0 HOCIHHAM MifATry3KiB.

JIOCBIOH He CJIifi 3aCTOCOBYBATH IIif] OKJIIO3iiHI ITOB'I3KHU, AKIIO TUIBKY 1ie He IPU3HAYEHO JIiKapeM, a
TaK0XK HAHOCUTH Ha OiNSHKM Wi miary3ku abo TpycH, SKi He MPOIMYyCKalTh BOJIOTY.

Ilepedo3yeanHns.

HapmipHe TpuBasne 3aCcTOCyBaHHS MiCI[eBUX KOPTUKOCTEPOIAIB MOXKe IIPUTHIUYBaTH (PYHKIIiI0
rinotanaMmo-rinodizapHo-HagHUPKOBO3aJI03HOI CHCTEMH, 110 MOXKE MPOSBUTUCS ¥ BTOPUHHIN
HEJ0OCTAaTHOCTi HaJIHUPKOBUX 3aJ103, siKa 3a3BHYall € 000POTHOIO.

Y pagi npurHiyeHHs 1li€i cucTeMu CIIif 30iMbIIMTY iHTEPBAJ MiXK HaHeCEHHSIMHU abo K 3aCTOCyBaTH
'KC 3 MeHIII010 aKTUBHICTIO a00 BiIMiHUTH IIpemapar.

BMicT cTepoify y KoxkHoMy (GIaKoHi npenapaTy Enokom® HaCTiTbKM Manuii, o y pasi
MaJIOMMOBIPHOT'0 BUIIAgKOBOTO KOBTAaHHS IIperapaTy TOKCHYHUM edeKT Oyne MaiiKe HEITOMITHUM abo
BIICYTHIM.



ITo6iuni peakuii.

Huxue HaBeneHi mobiuHi peakii, mpo sIKi MOBiIOMIISANOCS YV 3B'SI3KYy 3 3aCTOCYBAHHSM IIperaparTy
EnokoMm®, 3a CHCTeMaMH OpPTaHiB Ta YaCTOTOIO: Ayxke 4acTo (=1/10); yacto (=1/100, <1/10);
HeyacTo (=1/1000, <1/100); pigko (=1/10000, <1/1000); myxe pigko (<1/10000); HeBigomo
(HEeMOZKJIMBO OIIIHUTH 3a HasIBHUMMU JaHUMH).

IHpeKuil ma iHeasii: myxke pigko - GOMiKyIiT; HeBigomo - iHdeKIil, GypyHKYIH.

3 6oky Hepeosoi cucmemu: TyXkKe PifKO - BiIUyTTS MEeYiHHS; HEBIJOMO - ITapecTeail.

3 60Ky wkipu ma nidwkKipHoOi KAimKo8uHU: TyXke PigKo - cBepOixK; HEBIIOMO - KOHTAKTHUM IePMaTHUT,
rinomirMeHTanis MKipy, TrinepTpuxo3, aTpodiyHi CMyTH IMKipH, OepMaTUT aKHeNnoniOHuM, aTpodis

IIKIPH.

3azanvHi nopyweHHA ma peakuii y Micli HaHeceHHs: HeBimoMo - Oifib y MicIli HaHeCeHHS, peakiii y
MicCIli HaHEeCeHHS.

3 60Ky opaaHis 30py: HEBIIOMO - HEUITKICTh 30pPY (OHMB. TaKOXK Po3min «OCcoONMMBOCTI 3aCTOCYBaHHST»).
[IpomineHrikob, 0 BXOAUTE OO0 CKJIaAy IpenapaTry, MoXe CIPUYMHUTU IOAPa3HEeHH LIKIpHU.

Micuesi mo6iuHi peaxiiii, mpo sSKi HeYacTO MOBIAOMIISIIOCS Y 3B'S3KY i3 3aCTOCYBaHHSM TOIIIYHUX
IepMaToJIOTiYHUX KOPTUKOCTEPOIMIiB, BKITIOYAIOTh: CYXiCTh Ta IOJpa3HEeHH IIKipH, IepMaTHuT,
nepiopajbHUN OepMaTHUT, Mallepallilo IWKipy, CTPHI, MTHUIIO Ta TeJleaHTieKTa3il, mamyibo3Hi,
MyCTYJIbO3Hi BUCUITAHHSA Ta BiQUyTTS MOKOJIIOBAHHS.

Tepmin npudamHocmi. 3 POKH.

YmMmoBH 30epiranssi.

30epiratu y HeJOCTYIIHOMY OJIs1 HiTel MicIli mpu TeMmepaTypi He Buile 25 °C.

VYnaxoBka.

®makonu mo 30 mit; o 1 gakoHy Yy KapTOHHiHM KOpOOIIi.

Kareropisi Bignmycky. 3a peremnrtom.

BupoOHHK.

Henbdapm Monpeans IHK., Kanapma/



Delpharm Montréal Inc., Canada.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs MOro Jis/IbHOCTI.
3535 Pyt Tpanc Kanana Xatiet [ToinT-Knep, KBe6ek, Kanama, H9R 1B4/

3535 Route Trans Canada Highway Pointe-Claire, QC, Canada, H9R 1B4.



