IHCTPYKUIA
AN1S MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

Enokom®
(Elocom®)

Cknag:

Aitoya peyosmHa: mometasone furoate;

1 r ma3i MiCTUTb MOMeTa30Hy ypoaty 1 mr;

[IOMOMI>KHI PEYOBMHU: TEKCWU/MEHT/IKOMb, BOJA OYMLLEHA, KucnoTa ¢ocdopHa po3sedeHa, NPONINeHrNiKos
cTeapar, BicK 6inuiA, napaiH 6ifnMiA M'AKKIA.

JlikapcbKa thopma. Masb.
OCHOBHi  (i3MKO-XiMiYHI BNacTMBOCTI: 6inoro abo Mavixe 6iforo KoONbOPY Henpo3opa Masb, 6e3 CTOPOHHIX
BK/THOYEHb.

dapmakoTeparneBTUYHa rpyna. KopTMkKocTepoiam Ans 3aCTOCYBaHHA Y AepMaTonoril.
Kog ATX DO7A C13.

dapmMakosoriyHiBNnacTMBOCTI.

PapmakonHamika.

MomeTa30oHy (ypoar — CUHTETUYHWIA TNHOKOKOPTUKOCTEPOIL A1 MICLEBOro 3aCTOCYBaHHA 3 MPOTM3anabHUM,
NPOTMUCBEPOIKHMMTA aHTUEKCYAaTUBHUME(EKTaMN.

dapmakoKiHe TVKa.

dapmakoKiHETUYHI JOCNIIKEHHA MOKa3an, WO CUCTeMHa abcopbuis micns MicLeBOro HaHeceHHs MOMETa30HY
(hypoaty 0,1 % € MiHiMasIbHO; NPKM6M3HO 0,4 % 3aCTOCOBAHOI 403V BUBOAUTLCA 3 OpraHiaMy ynpoaoBX 72 roguH
nicna HaHeceHHs. BCTaHOBUTU XapakTep MeTaboniTiB Oy/n0 NPaKTUYHO HEMOX/IMBO Yepe3 HEBE/MKY KifbKiCTb,
MPUCYTHIO Y Na3Mi KPoBi Ta BUAINEHHSIX.

KniHiYHI XapaKTepUCTUKN.

NokasaHHS.

3ananbHi fBUWA | CBEPOIX Mpu gepmartosax, Wo NiggatoTbest Tepanii KOPTUKOCTepoigaMun,y TOMY Ynchi ncopias
(KpiMm NoLLMpeHOr o 611ALLKOBOroncopiasy) Ta aTonivyHuUiA AepMaTuT,y 4OPOCAUX i 4iTei BIKOMBIj, 2 poKiB.

IMpoTnnoKasaHHA.

EnokoM® NPOTUNOKa3aHW Npu po3allea, akHe By/brapic, arpodii LWKipy, nepiopasibHOMY AepMaTuTi,
nepiaHalbHOMY Ta TeHiTa/lbHOMY CBepOexi, NiAry3KoBUX BUCUMAHHAX, GakTepiafibHUX (Hanpukiag iMneTuro,
nioAepmiT), BipyCcHUX (Hanpuknag repnec NpocTuid, repnec onepidyBanbHUIA Ta BITPsiHA Bicna, MPOCTi 60poaaBKu,
rocTpi KOHAWIOMM, KOHTario3HWin MOMOCK), NapasuTHUX Ta rpubkoBux (Hanpukniag kaHauaa abo gepmatodit)

iH(eKUiAX, Ty6epKynbo3i,cudinici abo NOCTBaKUMHaNbHUX peakLisiX. EnokoM® He cnip 3acToCOBYyBaTUHaA paHax abo
Ha BKPWTI BMpaskamu LWKipi. MpenapaT NpoT1noKasaHwii nalieHTam 3 NifBULLEHO Yy TAMBICTIO 40 OYAb-SKOro3
KOMMOHeHTiBMNpenapaTyabo [0 iHWWX MHOKOKOPTUKOCTEPOILIB.

B3aemogisi3 iHLUMMKM NiKapCbKMMM3acobamMu Ta iHLLi BUAM B3aEMOSIiA.
He BCTaHOB/NEHA.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

Y pasi BUHWKHEHHS MofpasHeHb abo ceHcmbinizayii Heo6XigHO NPUMMHUTKI NiKyBaHHSA Ta po3Mno4vaTy BignoBsigHe
NiKyBaHHS.

Y pasi po3BUTKY CYMyTHbOI iH(eKUiT LWKipy Heob6XigHO 3acTOCOBYBaTW BIAMOBIAHWIA NPOTUrPMOKOBUIA abo
aHTMb6aKTepiasbHUIA Npenapat. AKWO NPOTAroM KOPOTKOr0 Yacy He BAAETbCA AOCArTU MO3UTMBHOI AMHAMIKW,

3acTocyBaHHAMa3i EnokoM® CNif NPUNUHATK, NOKM iIHEKLLIA He 6y e MOBHICTHO YCYHeHa.

CucTemHa abcopbLisa npu MicLLEBOMY 3aCTOCYBaHHI PI3HUX FTIOKOKOPTUKOCTEPOTAIB MOXE CIPUYMHATIA 060POTHE
NPUrHIYeHHS QYHKUIT rinotasiaMmo-rinoMisapHo-HaAHMPKOBO3a103HOT cucTemm 3 MOXX/IMBOO
IMIFOKOKOPTMKOCTEPOILHOK HELOCTATHICTIO NMICNA MPUMUHEHHS NTIKYBaHHA. Y 0eAKUX NauieHTiB MOXYTb BUHUKATA



nposiBu cMHAPoOMY KyLUmnHra, rinepriikemis i riaoKo3sypis.

MayieHTiB, AKi 3aCTOCOBYIOTb MICLIEBUIA CTEPOI[ Ha BE/IMKMX AiNsHKax LUKipK abo i3 BUKOPUCTAHHAM OK/THO3INHUX
MoB'A30K, cnig nepioanyHo MepesipaTy Ha HasBHICTb MPUTHIYeHHS OYHKUIT
rinotasamo-rinogizapHo-HagHNPKOBO3a/103HOT cUCTEMU. TaKy MepeBipKYy MOXKHA BMKOHATM LLIAXOM NPOBEeAEHHS
Tecty 3 AKTI-cTUMynsUiel0, BUMIPIOBaHHA PaHKOBOrO BMICTY KOPTWU30/y Y MnasMi KPOBI Ta B IHLIMX
cepesoBuLLAX, OKPIM ceui.

Byab-aKi MOGIYHI e(heKTH, WO BUHWKAOTb MNPW 3aCTOCYBaHHI CUCTEMHMX KOPTMKOCTEPOIAIB, BK/IHOYaO4m
MPUrHIYEHHA (YHKUIT KOpW HAAHMPKOBMX 3a/103, MOXYTb Bifg3Hayatuca i npuv MiCLEBOMY 3aCTOCYBaHHI
[IIOKOKOPTUKOCTEPOIZiB,0C06/IMBO Y HEMOB/IAT Ta AiTeN.

[iTAM, a TakoX Ha 06114Ys OK/THO3iK0 He cnif 3acTocoByBaTW. Cnif YHUKATU NOTPanIsHHA NpenapaTy Ha CM30BI
060/IOHKMW.

ToniyHi cTepoign MOXyTb 6yTN Hebe3neyHMKM Yy BUMNagKax ncopiasy 3 6araTb0x NPUUMH, BKIOHAKOUM peLanemn
nicna po3BUTKY TONEPAHTHOCTI, PU3NK FeHepani3oBaHOro MycTy/1bO3HOr0 rncopiasy Ta PO3BUTOK /I0Ka/ibHOT abo
CUCTEMHOI TOKCMYHOCTI Yepes nocniabneHy 6ap'epHy (DyHKLit0 LUKIPW. Y pa3i 3aCTOCYBaHHA npenaparty npu ncopiasi
[Y>Ke BXKNMBO 34iiCHIOBATMPETEIbHUI Har 1514 3a NaLieHTamu.

Mpy panToBOMY NPUMUHEHHI TPMBAIONO NiKYBaHHS MOXE PO3BUHYTUCA eeKT NOBEPHEHHS CUMMNTOMIB Y BUMNAAI
[epMatuTy 3 iIHTEHCMBHMUM NMOYEPBOHIHHAM, MOAPa3HEHHAM Ta NMeyiHHAM. 3arnobirTi oMy MOXe MoBifibHa BiAMiHA
npenapary,Hanpukiag, NikyBaHHA 3 nepepsamm, aX [0 NMOBHOIO NPUMUHEHHS.

["NIOKOKOPTUKOIAM MOXYTb 3MIHIOBATU O3HAaKW [EAKUX YpaXKeHb Ta YCKNafHIOBaTW BU3HAYeHHS BiAMOBiAHOMO
AiarHo3y, Lo TakoX Oyie 3aTpuMyBaTV OfY>KaHHS.

Masb Enokom® MicTUTb NPONiNeHrNiKosb, KW MOXE CAPUUYNHNTIA NOAPa3HEHHS LLKIPH.

MpenapaT EnokoM® He npusHaueHmiiAns othTasbMONOriYHOr03acTOCYBaHHS, BK/IOUat0UMHAHECEHHS Ha NOBIKM. He
MOXHa AonycKaTy nonagaHHs npenapaTy B oui.

Mpy 3acTocyBaHHI KOPTMKOCTEPOIAiB CUCTEMHOI Ta MicLeBOI Aii (BKIKOYaKuM iHTpaHas3aslbHe, iHransuiiHe Ta
BHYTPILLUHbO0YHE BBEAEHHS) MOXYTb BUMHUKHYTWU MOPYLUEHHS 30pYy. AKWO BWHMKAKOTb TakKi CUMMNTOMU, SIK
HEYITKICTb 30py ab0 iHLI NOpYLUEHHA 30pY, NAUiEHTY CNif NPONTM 06CTEXEHHA Yy ofTanbmosnora 419 OLiHKK
MOX/IMBUX MPUYUH NOPYLUEHHSA 30pYy, SKi MOXYTb BKIKOYaTM KaTapakTy, rnaykomy abo Taki pifKiCHI
3aXBOPIOBAHHA, AK LEHTpaJibHa Cepo3Ha XOpiopeTMHOoMaTid, MPOo WO MNOBIAOMAAMOCA MICAA 3aCTOCYBaHHSA
KOPTUKOCTEpOIiB CUCTEMHOI Ta MiCLLeBOT Ail.

3acTocyBaHHsYy Nepiog BariTHOCTIabo rofyBaHHA rpyaato.

Y nepiog BariTHOCTI abo roAyBaHHA rpyaato NiKyBaHHA npenaparoMm Cif NpoBOAUTY TiNbKK 3a MPU3HaYeHHAM
nikaps. OgHak i B LUbOMY pa3i He06Xi[HO YHMKATN 3aCTOCYBaHHA NpenapaTty Ha BENMKUX AiNsHKax LWKipKn abo
BMNPOLOBX TPUBAIOro nepiofy. JloctaTHix foKas3is 6e3neku npenapary 415 XXiHKW y nepiog BariTHOCTI Hemae. AK i 3

IHLIMMU TIFOKOKOPTMKOCTEPOIAaMIMICLLEBOr 0 3aCTOCYBaHHS, EnokoM® CNij Npy3HayYaTMBariTHUM XXiHKaM TiflbKU Y
TOMy pa3i, AKLL0 NOTeHLiiHaKOPUCTb Bif 3aCTOCYBaHHA 4718 MaTepi NepeBuLLYE NOTEHLIAHWA pU3KK 415 NNoja.
HeBifiomMO, U/ MOXe MicLeBe 3aCTOCYBaHHS KOPTUKOCTEPOIAIB CPUYMHATI 3HAUYHY CUCTEMHY abcopbuito, Lo

YTBOPUTb KifIbKICTb Npenapary, Aka MoXe 6yTv BUSB/IEHA Y TPYLHOMY MOJIOL. EnokoM® cnif, 3aCTOCOBYBATU Y
nepiog rofyBaHHATPYALH0 TINbKM NIC/A PeTeNIbHOro aHani3y CniBBigHOLUEHHSA KOPUCTI Ta PU3MKY. AKLLO Npu3HavaTu
NiKyBaHHA Be/IMKMMK [03aMM ab0 3aCTOCYyBaHHS YNpPOLOBX TPMBAIOro nepiofy, rofyBaHHS rpyAA0 HeobXigHO
NPUMUHATH.

34aTHICTb BNIMBATW HA WBMAKICTb peakLii npy KepyBaHHi aBTOTpaHCNopTOMAa60 iHWMMU MexaHiaMamu.
He BCcTaHOB/NEHA.

Cnoci6 3acTocyBaHHSI Ta 03W.

Ma3sb ENoKoM® HaHOCWUTW TOHKMM LLAPOM Ha YPaXKeHi AinsHKW LWKipy 1 pa3 Ha A06y. TpuBanicTb NiKyBaHHS
BU3HAYAETLCATSXKKICTHO, Nepebirom3axXBOpHOBaHHSA Ta BU3HAYaETbCAIHAMBIAYyaIbHO.

BrKopuCTaHHA MiCLeBMX KOPTUKOCTEPOIAIB A4IiTAM Ta Ha 061144l HeO6XiAHO 0OMEXUTU MiHIMaIbHOK KifIbKICTHO
MOPIBHSHO 3 e(heKTVBHMUMI TEPANEBTUHHUMUPEXMMAMU, MPY LIbOMY TPUBaNiCTb NiKyBaHHSA He Mae nepeBuLLyBaTnS
[HiB.

aiTn.
[iTam BiKOM Bif, 2 pOKiB npenapar 3aCTOCOBYBATH /lMLLE 3a NPU3HAYEHHAM Nikaps.



Uepes Te, WO Yy AiTei BeNMYMHA CMiBBILHOLIEHHA MOLL MNOBEPXHI i MacK Tina Ginblia, HK Yy AOPOCAUX, AITKH
OiNbl CXWNbHI [0 PU3MKY MPUTHIYEHHS (OYHKUIT rinoTanamo-rinogizapHo-HaAHMPKOBO3a/103HOICUCTEMM Ta
nposiBiB cMHAPOMY KyLluMHra npu 3actocyBaHHI 6yAb-AKMX KOPTUKOCTEPOIAiB MiCLEBOT Ail, KW 3pocTae npu
HaHeceHHi Ha nnowli noHag 20 % noBepxHi Tina.

PeKOMeHAYETbCA 3aCTOCOBYBATU SKHAMMEHLLY KifIbKICTb TIFOKOKOPTUKOCTEPOIAiB, HEOOXIAHY AN OTPUMAHHS
TepaneBTUYHOr0 epeKTy, 0CO6NMBO Yy AiTeil. Kypc nikyBaHHA He MOBWHEH MepeBuULLyBaTn 5 gHiB. [LoBrotpusane
NiKyBaHHA rNHOKOKOPTUKOCTEPOTAaMUMOXKEe 3aTPUMYBATK 3PIiCT Ta PO3BUTOK AUTUHM.

BesneyHicTb 3acTOCYBaHHA Npenapary Enokom® AITAM NPOTAroMm 6ifibLue 6 TUXHIB He BUBYaach.

ICHYIOTb N1LLIE OOMEXEHI AaHi CTOCOBHO NiKyBaHHS AiTel BIKOM 0 2 POKIB.

MomeTasoH He c/lif, 3aCTOCOBYBATU AN NiKYBaHHSA AepMaTUTY, CIPUYNHEHOTO HOCIHHAM NIArY3KiB.

Masb He cnif 3acTOCOBYBaTW Mif OKMMO3iVHI MOB'A3KM, SKLWIO TiNbKM Le HEe MPU3HAYEHO /iKapem, a TaKoX
HaHOCUTWM Ha AiNSHKK Nig NiAry3ky abo Tpycamu, siKi He NpornycKarTh BOJOTY.

Nepeno3yBaHHA.

HagmipHe — TpuBasie  3aCTOCyBaHHA  MICLEBMX  KOPTUKOCTEPOIZIB  MOXe  NPUrHivyyeBatM  (PYHKLUitO
rinoTanamo-rinogisapHoO-HaAHMPKOBO3a/103HOT CUCTEMU, L0 MOXE NPOSBATUCA Y BTOPWHHIA HeAOCTaTHOCTI
HaHVPKOBUX3a/103, SIKa 3a3BM4ail € 060POTHOH.

Y pasi NpuUrHivyeHHa uiel cuctemu cnif 36iNbWNMTA IHTepBaSl MK HaHeceHHAMM abo X 3actocyeatn 'KC 3
MEHLLOK aKTUBHICTIO abo BIAMIHMTK Mpenapar.

BMmicT cTepoigy Yy KOXHOMY KOHTEMHepi HaCTiIbKU Masvid, Wo Yy pasi MasoiMOBIPHOIO BMNaLKOBOIr0 KOBTaHHS
npenapaTy TOKCUYHWUIA e(heKT By e Maike HeNOMITHUM abo BifACYTHIM.

Mo6iyHI peakuii.

Hwuykue HaBefeHi NobiyHi peakuil, Npo fKi MNOBIAOMAANOCS Y 3B'A3KY 3 3aCTOCYBaHHSAM npenapaTy Enokom®, 3a
cucTeMamu OpraHiB Ta 4YacToTOHO: Ay>ke YacTo (=1/10); yacto (=1/100, <1/10); HevacTo (=1/1000, <1/100); pigko
(=1/10000, <1/1000); pyxe pigko (<1/10000); HeBiAOMO (HEMOXX/IMBO OLIHATK 3a HAsBHUMW JaHUMW).

IHGpekUiT Ta iHBasii: Ay>ke piaKo — PONiKyNiT; HEBILOMO — IH(EKUIT, (hYPYHKYN.

3 60Ky HepBOBOT CUCTEMU: LyXe PiAKO — BifUyTTA MEYiHHA; HEBILOMO — NnapecTesii.

3 60Ky LWKipyn Ta MiAgWKIPHOT KNITKOBUHW: AYXe PiAKO — CBepOIK; HEBIAOMO — KOHTaKTHWIA AepMaTwT,
rinonirMeHTauis WKipw, rinepTprxos, aTpodivHi CMyru WKipW, AepMaTUT akHeNoLiGHWIA, aTpogis LKipW.
3arabHi NOpyLleHHA Ta peakuil y MicCLi HAHECEHHSA: HeBIAOMO — 6iflb y MiCLi HaHEeCEHHs, peakuil y MicLi
HaHeCeHHs.

3 60Ky opraHis 30py: HEBIAOMO — HEYITKICTb 30pY (AUB. TaKOX Po34in «OcobMMBOCTI 3aCTOCYBAHHSA).
MponineHrnikosb, WO BXOAWUTL A0 CKNafy npenapary, MoXXe CPUYUHUTIA NOAPa3HEHHS LUKIpK.

Micuesi No6iYHI peakyit, MPo AKi HEeYacTo MOBIAOM/IANOCA Y 3B'A3KY 3 3aCTOCYBaHHAM TOMIYHUX AePMATO/OT IYHUX
KOPTUKOCTEPOIfiB, BKNHOYaOTh: CYXIiCTb Ta MOAPA3HEHHS LLKIpW, fepMaTuT, nepiopanbHuUi AepMaTuT, Malepawito
LUKipK, 36iNbLUEHHS NOLLI YPaXXEHHS, MOCUIEHHSA NPOABIB aneprii, eputemy, CTpUi, NITHALIO Ta TefeaHriekTasii,
nanynb03Hi,NyCcTyb03HIBUCUNAHHSA Ta BIAYYTTA NOKO/IHOBAHHS.

TepMiHNpUAATHOCTI. 3 POKN.

YMoBU36epiraHHs.
36epiratny HefOCTYNMHOMY A415 AiTei MicLi npy TemnepatypiHe BuLe 25 °C.

YnakoBKa.
Tybuno 151 a6o 301 Ne 1y KapTOHHIn KopoobLi.

KaTeropis Bignycky. 3a peLenTom.
BupobHMK.

LLepinHr-Mnay /la6o H.B., benbris/
Schering-Plough Labo NV, Belgium.

Micue3HaxomMkeHHS BUPOOHMKaA Ta afpeca Micua NPoBafKeHHS MOro 4isiNIbHOCTI.
IHgycTpienapk 30, XeicTt-on-aeH-bepr, 2220, benbris/



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



