IHCTPYKUIA
AN1S MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

Enokom®
(Elocom®)

Cknag:

Aitoya peyosmHa: mometasone furoate;

1 r NOCbMAOHY MICTUTL MOMETa30HY (hypoaty 1 mr;

AOMOMIDKHI ~ PEYOBMHW:  CMMPT  i30NPOMIN0OBWIA;  MPOMINEHrNIKOMb;,  FiAPOKCUMNPONINLENtonos3a; HaTpito
avrigpodocdar, aurigpar; KucnoTa pochopHa po3BefeHa; BoAa OUmLLeHa.

JlikapcbKa thopma. JTI0CbIOoH.
OCHOBHI (pi3MKO-XiMi4Hi BNacTUBOCTI: 6e36apBHUIA 200 3/1erka »XOBTYBATOr 0 KO/IbOPY OAHOPIAHWIA NOCHIAOH.

dapmakoTepaneBTUYHa rpyna. KopTukocTepoian A1 3aCToCyBaHHA y AepMaTonorii.
Kog ATX DO7A C13.

dapmakosoriyHiBnacTmMBOCTI.

dapmakogyHamika.

MomeTa3oHy (hypoaT — CUHTETUYHWIA TNHOKOKOPTUKOCTEPOIA ANs MICLEBOrO 3aCTOCYBaHHA 3 MPOTU3anabHUM,
NMPOTUCBEPOIKHUMTA aHTUEKCYAaTUBHUMEEKTAMN.

dapmakoKiHeTVKa.

PapMaKoKiHETUYHI AOCNIMKEHHS NOKasasun, WO cucTeMHa abcopbuis nicns MiCcLEeBOro HaHeCEHHs MOMeTa3oHY
(ypoaty 0,1 % € MiHIMa/IbHOO; NPK6/M3HO 0,4 % 3aCTOCOBAHOT 03V BUBOAUTLCA 3 OpraHiaMy ynpoLoBX 72 roguH
nicns HaHeceHHs. BCTaHOBUTM XapakTep MeTaboniTiB 6yn0 NPaKTUYHO HEMOX/IMBO Yepe3 HEBEMKY KiNbKICTb,
MPUCYTHIO Y NMnasMmi KPoBi Ta BUAINEHHSX.

KniHiYHI XapaKTepuUCTUKMN.

lNokKasaHHS.

JNiKyBaHHS# 3anaseHHs Ta CBep6exy, CNPUYMHEHNX AepMaTo3aMmy Ha MOBEPXHI BOMIOCUCTOT YaCTUHM LKIpK (LKipa
rosioBY), a TakoX Npu fepmarosax, Lo NifaaTsea Tepanii rIoKOKOPTUKOCTEPOIfaMu, TakKMX AK ncopia3 (Kpim
MOLUMPEHOro 6N1ALLKOBOr0 Ncopiasy) Ta aTonivHWiA LepMaTuT y 0pocnnX i AiTel BIKOM Bif, 2 POKIB.

MpoTnnoKasaHHA.

Enokom® NpoTMUNOKa3aHW NpW po3allea, akHe By/brapic, arpodii LWKipy, nepiopasibHOMY AepMaTuTi,
nepiaHasibHOMYy Ta TeHiTa/lbHOMY CBepbexi, MiAry3KoBUX BUCUMAHHAX, GakTepiafibHUX (Hampukiag iMneTuro,
niofepmiT), BipycHMX (Hanpuknag repnec NpocTuia, repnec onepisyBasibHUiA Ta BITPsiHA Bicna, NPOCTi 60poaaBKy,
rocTpi KOHAWNOMM, KOHTario3HWiA MOMKOCK), NapasuTHMX Ta rpubkoBuX (Hanpuknag KaHamaa abo aepmartodir)

IH(heKUiAX, Ty6epKynbo3i,cudinici abo NoCTBaKUMHaNbHUX peakLisiX. EnokoM® He cnip 3acToCcoBYyBaTUHa paHax abo
Ha BKPWTI BMpa3kamu LWKipi. MpenapaT NpoTunokasaHuii naieHTam 3 NifBULLEHO YyTIMBICTIO 40 Oy/b-SKOro3
KOMMOHeHTIBMpenapaTyabo 0 iHLWMX rNHOKOKOPTUKOCTEPOIIB.

B3aemogisi3 iHLIMMM NiKapCbKMMM3aco6amMu Ta iHLLi BUAM B3aEMOSIA.
He BCTaHOB/NEHA.

Oco6MBOCTI 3aCTOCYBaHHSA.

Y pasi BUHWKHEHHS Nogpa3HeHb abo ceHcmbinisalii He06XiAHO NPUNNHUTK NiKyBaHHS Ta po3noyaTy BignosigHe
NiKYBaHHS.

Y pas3i po3BUTKY CynyTHbOI iHMEKLiT LUKipKU HeobxiAHO 3acTOCOBYBaTWU BifAMOBIAHWIA MPOTUTPMOKOBMIA abo
aHTMbaKTepiasbHUA npenapat. AKWO NPOTAroM KOPOTKOro Yacy He BAAETbCA AOCATTU MO3UTMBHOI AMHAMIKW,

3aCTOCYBaHHSA0CbOHY Enokom® CNif NPUNUHATK, NOKW iH(EKLiA He By/e NOBHICTHO yCYHEHa.
CuctemHa abcopbLisa npu mMicLLEBOMY 3aCTOCYBaHHI PI3HUX FTHOKOKOPTUKOCTEPOTAIB MOXE CMIPUYMHATA 060POTHE
MPUrHIYeHHA  (PYHKUIT  rinoTanamo-rinogisapHo-HagHMPKOBO3a/I03HOT ~ CUCTeMU 3 MOXX/TMBOO



[MIFOKOKOPTMKOCTEPOILHOK HELOCTATHICTIO MICNA NMPUMUHEHHS NTIKYBaHHA. Y 0eAKUX NauieHTiB MOXYTb BUHUKATA
NposiBn CUHAPOMY KyLLUWHTa, rinepriikeMis i roKo3ypis.

MauieHTiB, AKi 3aCTOCOBYOTb MICLIEBUIA CTEPOIL, HA BENMKMX AINAHKAX LUKIPK ab0 i3 BUKOPUCTaHHAM OK/HO3INHUX
MOB'A30K, cnig nepiognyHo nepeBipsATH Ha HasABHICTb MPUTHIYEHHS QYHKUIT
rinoTanamo-rinogisapHo-HaAHMPKOBO3a/103HOT CUCTEMU. TaKy MepeBipKy MOXXHa BUKOHATU LLISIXOM NPOBELEHHS
Tecty 3 AKTI-cTumynduieo, BMMIPIOBAHHA PaHKOBOrO BMICTY KOPTWU30/y Y Miasmi KpoBi Ta B IHLIKX
cepefoBuLLAX, OKPIM ceui.

Byab-aKi MOGIYHI e(heKTW, WO BUHUKAOTb MNPM 3aCTOCYBaHHI CUCTEMHMX KOPTMKOCTEPOIAIB, BK/IHOYaOUm
MPUTHIYEHHA (YHKUIT KOPU HagHWPKOBMX 3a/103, MOXYTb Bif3HayaTWCs |1 MpY MICLEBOMY 3aCTOCYBaHHI
INIIOKOKOPTMKOCTEPOIAiB,0CO06/IMBO Y HEMOB/IST Ta AiTeN.

[iTam, a TakoX Ha 06/11M44s OKNKO3iK0 He cnif 3acTocoByBaTu. Cnif YHMKaTK NOTpanIsHHA NpenapaTy Ha C/IM30BI
060/I0HKMN.

ToniyHi cTepoigy MOXyYTb OyTW Hebe3neyHUMK y BUNagKax ncopiasy 3 6aratboxX NPUUNH, BKIKOYAKOUM PELUANBU
Micns PO3BUTKY TOMEPAHTHOCTI, PU3NK TeHepasi3oBaHOro MyCcTy/1b03HOro rncopiasy Ta PO3BUTOK /I0Ka/ibHOT abo
CUCTEMHOI TOKCMYHOCTI Yepes nocniabneHy 6ap'epHy (yHKLit0 LUKIpW. Y pa3i 3aCTOCYBaHHSA npenapaTy npwv ncopiasi
[Y>Ke BX/MBO 34iACHIOBATUPETENbHWI Har N 3a nawieHTamu.

MMpy panToBOMY NMPUMUHEHHI TPMBAIONO NTIKYBaHHSA MOXE PO3BUHYTUCA ePeKT MOBEPHEHHS CUMMTOMIB Y BUTNAAI
AepMaTUTY 3 IHTEHCUBHMM NOYEPBOHIHHAM, NOAPA3HEHHAM Ta NeYiHHAM. 3arno6ir T LLbOMY MOXe MOBifIbHa BigMiHa
npenapary, Hanpuknag, ikyBaHHA 3 Nepepsamm, aX [0 NMOBHOMO MPUMUHEHHS.

" NIOKOKOPTMKOIAM MOXKYTb 3MIHIOBATW O3HAKWM AeAKMUX YpPaXKeHb Ta YCKMIa[HIOBATU BU3HAYEHHS BiAMOBIAHOMO
AiarHo3y, Lo TakoxX Oy/ie 3aTpuMyBaTV Ofy>KaHHS.

NocbiioH EnokoM® MicTUTb NPOMiNEHrNiKoMb, IKNIA MOXE CIPUUYMHUTY MOAPA3HEHHS LLKipW.

Mpenapat EnokoM® He NpU3HaAYEHNIA 415 OPTa/IbMOOTiYHOI03aCTOCYBaHHSA, BKNHOYatOUM HAHECEHHS Ha NOBIKKW. He
MO>XHa JonycKaTy nonasfaHHs npenapaTy B oui.

Mpn 3acTOCYyBaHHI KOPTUKOCTEPOIAiB CUCTEMHOI Ta MicLeBOT Aii (BKIOYaruM iHTpaHasaslbHe, iHransuiiHe Ta
BHYTPILUHbO0OYHEe BBEAEHHSA) MOXYTb BWHWUKHYTU MOPYLUEHHS 30pYy. HAKWO BMHUKAKOTL Taki CMMNTOMM, AK
HEYITKICTb 30py ab0 iHLII MOPYLUEHHSA 30pY, MALiEHTY CNif NPOMTU OBCTEXEHHS Yy OTasbMosiora AN OLiHKM
MOX/IMBUX MPUYUH NOPYLUEHHA 30pYy, fAKI MOXYTb BKIHOYATM KaTapakTy, rnaykomy abo Taki pifKicHI
3aXBOPIOBAHHA, AK LEHTpa/lbHa Cepo3Ha XOpiopeTMHOoMaTif, MpPo WO MOBIAOMAAMOCA MICIA 3aCTOCYBaHHSA
KOPTMKOCTepOIAiB CUCTEMHOT Ta MiCLLEBOT Ail.

3acTocyBaHHsy Nepiog BariTHOCTIabo rofyBaHHA rpyaato.

Y nepiog BariTHOCTi abo rofyBaHHA rpyAato NiKyBaHHS NpenapaToM c/lif, NPOBOAMTY TiNIbKU 3@ MPU3HAYEHHAM
nikaps. OfHak i B UbOMY pa3i HeobXigHO YHMKATW 3aCTOCYBaHHSA MpenapaTy Ha BeIMKUX AiNSHKaX LWKipyu abo
BMNPOOBX TPMBA/IOr0 rnepiofy. [locTaTHiX AoKasiB 6e3ne4HOCTi npenapaTy Ans XIiHKW Y nepiof BariTHOCTI HeMae. AK

I 3 IHWKUMW TIFOKOKOPTMKOCTEPOIAaMMMICLIEBOrO 3aCTOCYBaHHS, EnokoM® CNij Npu3HavaTn BariTHAUM XKiHKam
TiflbKW y TOMY pasi, SKLL0 NOTeHLiHa KOPUCTb Bif, 3aCTOCYBaHHS ANa MaTepi NepesuLLye NOTEHUIMHUIA pU3KK 1S
nnoja.

HeBifiomMO, UM MOXe MiCLeBe 3aCTOCYBaHHA KOPTMKOCTEPOIAiB CIPUUYMHUTI 3HAYHY CUCTEMHY abcopbuito, Lo

YTBOPUTb KifIbKICTb Npenapary, Aka MoXe 6yTu BUAB/IEHA Y TPYLHOMY MOJIOL. EnokoM® Cnifi 3aCTOCOBYBATU Y
nepiof rogyBaHHATPYAAO TiNIbKW NiCA peTelbHOro aHasi3y cniBBiAHOLLIEHHA KOPUCTI Ta PU3MKY. AKLLO Npr3HayvaTu
NiKyBaHHA BE/IMKMMW [03aMM ab0 3aCTOCYyBaHHS YNPOLOBX TPMBAIOr0 mepiofy, rofyBaHHS rPyLAA0 Heo6XigHO
MPUNUHNTK.

30aTHICTb BNMBATY HA LUBMAKICTb PeakLii npy KepyBaHHI aBTOTPaHCNopToMabo iHWYMU MexaHi3Mamu.
He BcTaHOBNEHA.

Cnocib 3acTocyBaHHA Ta [03MW.

Kinbka Kpanenb N0cbinoHy ENOKOM® HaHOCMTY Ha ypaxkeHi Micus 1 pa3 Ha fo6Y; 06epeXKHO Ta peTesibHO BTUpaTh o
MOBHOI0 BCMOKTYBaHHsNpenapary.

BukopmucTaHHA MicLEeBUX KOPTUKOCTEPOIAiB AiTAM Ta Ha 06/1M44i HEOOXIAHO 0OMEXUTU MiHIMa/IbHOK KiNlbKICTHO
MOPIBHAHO 3 e(heKTVBHUMUW TEPaANeBTUUHUMUPEXUMAMU, MPY LIbOMY TPUBaNICTb NiKYBaHHA He Mae nepeBuLLyBaTnS
OHIB.



aiTn.

[iTam BiKOM Bif, 2 poKiB npenapat 3aCTOCOBYBATU /IMLLIE 38 NMPU3HAYEHHSM NiKaps.

Uepes Te, WO Yy AiTeil BeNMYMHA CMNiBBILHOLIEHHA MOLL MOBEPXHI i Macu Tina 6inblia, HXK Yy JOpOCnX, AiTH
OiNblW CXWNbHI O PU3MKY MPUTHIYEHHS (YHKUIT rinoTasamo-rinogisapHo-HaAHMPKOBO3a/103HOICUCTEMM Ta
nposiBiB cMHApPOMY KylumHra npy 3actocyBaHHi OyAb-SIKUX KOPTUKOCTEPOIAIB MiCLEBOI Ail, AKWA 3pocTae npwu
HaHeceHHi Ha nsiowi noHaz 20 % nosepxHi Tifa.

PeKOMeHAYETbCA 3aCTOCOBYBATU AKHAMEHLUY KiNIbKiCTb IFOKOKOPTUKOCTEPOIAiB, HEOOXIAHY A1 OTpPUMaHHA
TepaneBTUYHOr0 epekTy, 0CO6NMBO Yy AiTeil. Kypc nikyBaHHA He MOBWHEH NepeBuLLyBaTn 5 gHiB. [LoBrotpusane
NiKyBaHHSA rNMIOKOKOPTUKOCTEPOILaMNMOXKe 3aTPUMYBATH 3PICT Ta PO3BUTOK AUTUHN.

BesneyHicTb 3acTOCYBaHHA Npenapary Enokom® y AiTein NpoTaromM 6inblue 6 TUXKHIB He BUBYa/IaCh.

ICHYIOTb 1LLIE 06MEXEHI AaHi CTOCOBHO MliKyBaHHS AiTei BIKOM 10 2 POKiB.

MomeTa30H He c/lif, 3aCTOCOBYBaTU AN NiKyBaHHS AepMaTUTY, CIPUYNUHEHOTO HOCIHHAM NiAry3KiB.

J1oCbiAOH He cnif 3acTOCOBYBATW Mif OKMHO3iMHI MOB'A3KK, AKLLO TiflbKW Le He MPU3HAYEHO NiKapem, a TaKoX
HaHOCUTK Ha AiNAHKK Nig nigry3ku abo Tpycu, SKi He NPonycKatoTb BOJOTY.

Nepeno3yBaHHS.

HagmipHe  TpuBasie  3acTOCyBaHHA  MICLEBMX  KOPTUKOCTEPOI4iB  MOXe  MPUrHidyeat  (yHKLitO
rinoTanamo-rinoMisapHoO-HaAHMPKOBO3aU103HOT CUCTEMK, L0 MOXE MNPOSBUTUCA Y BTOPWHHIA He[OCTaTHOCTI
HaZIHUPKOBMX3a/103, iKa 3a3B1Yali € 060POTHOLO.

Y pasi NpUrHiveHHs uiei cucteMmn cnif 36iNbLINMT IHTEPBaS MiXK HaHeceHHsMM abo X 3actocyBat 'KC 3
MEHLLOK aKTUBHICTIO ab0 BIAMIHMTK Mpenapar.

BmicT cTepoigy y KoXHOMY (hnakoHi npenapaty EMOKOM® HacTiflbkKMu Manvii, Wo y pasi MaJoliMOBIpHOro
BMMaAKOBOrOKOBTaHHSA NpenapaTy TOKCUYHWUIA e(heKT By e Maike HeNOMITHUM abo BifCYTHIM.

Mo6iyHi peakuil.

Hwxue HaBefeHi NOGIYHI peakLii, NPo AKi NOBIAOMASNOCA Y 3B'I3KY 3 3aCTOCYBaHHAM npenapaTy Enokom®, 3a
CYCTeMaMM OpraHiB Ta YacTOTOR: Ay>ke yacTo (=1/10); yacTo (=1/100, <1/10); HeuyacTo (=1/1000, <1/100); pigko
(=1/10000, <1/1000); ay>xe pigko (<1/10000); HeBiAOMO (HEMOXXMBO OLLIHUTYK 3a HaABHUMU AaHUMN).

IHpeKkuiT Ta iHBa3IT: Ay>Ke PIAKO — ONIKyNIT; HEBILOMO — IH(EKLIT, PYPYHKYN.

3 60Ky HEPBOBOT CUCTEMMU: [y>Ke PiAKO — BiAUYTTS MeYiHHA; HEBIZOMO — NapecTesil.

3 60Ky WKipy Ta NigWKIpHOT KNiTKOBUHW: AyXe PiaKO — CBepbiX; HeBiJOMO — KOHTaKTHWIA [epmaTtuT,
rinonirMeHTauis WKipK, rinepTprxos, aTpodivHi CMyru LWKipW, AepMaTUT akHeNo4iGHWIA, aTpogis LKipW.
3aranbHi NOpyLeHHA Ta peakuil y Micli HAaHECEHHS: HeBIAOMO — 6iflb y MiCLi HaHEeCEHHS, peakuil y MicLi
HaHeCeHHs.

3 60Ky opraHis 30py: HEBIAOMO — HEYITKICTb 30pYy (AUB. TAKOX po3fin «OcobAMBOCTI 3aCTOCYBAHHS).
MponineHrnikosb, WO BXOAWTL A0 CKNafy npenapary, MoXe CPUYUHUTIA NOAPasHEHHS LUKipK.

MicueBi MobiyHI peakLiii, MPo AKi HeYacTo NOBILOMANOCA Y 3B'A3KY i3 3aCTOCYBaHHAM TOMIYHUX AePMaTONOTIHHUX
KOPTMKOCTEPOIiB, BKNOYAIOTb: CYXiCTb Ta MOAPA3HEHHS LUKIpW, fepMaTuT, nepiopanbHUn AepMaTuT, Malepalito
LUKIpW, CTPUI, NITHULIO Ta TeNeaHriekTasii,nanynb0o3Hi,NyCcTyb03HI BUCUMNAaHHA Ta BIAYYTTA MOKONHOBAHHS.

TepmiHNpUAATHOCTI. 3 POKN.

YMoBU36epiraHHs.
36epiraTny HegoCTyNHOMY ANs AiTei MicLi Npy TemnepaTypiHe BuLe 25 °C.

YnakoBKa.
®nakoHy no 30 M1; NO 1 piakoHy Yy KapTOHHIN KOpPO6Li.

KaTeropis Bignycky. 3a peLenTom.

BupobHuK.
[Oenbthapm MoHpeans IHK., KaHaga/
Delpharm Montréal Inc., Canada.

Micue3HaxomkeHHS BUPOOHMKaA Ta afpeca MicLs NPOBafYKeEHHS MOro AisiNIbHOCTI.



3535 Pyt TpaHc KaHaga Xaiisel MoiHT-Knep, KBebek, KaHaga, HOR 1B4/
3535 Route Trans Canada Highway Pointe-Claire, QC, Canada, HIR 1B4.



