IHCTPYKUIA
AN1S MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

Enokom®
(Elocom®)

Cknag:

Aitoya peyosmHa: mometasone furoate;

11 Kpemy MiCTUTb MOMeTa3oHy (hypoaty 1 mr;

[OMOMIDKHI PEYOBMHU: FEKCUEHTIKO/b, BOAA OYMLLEHa, KucoTa ocdopHa KOHLEHTPOBaHa, rigporeHizoBaHuii
thochoTmannxoniH, TutaHy giokeng (E 171), antoMiHieBa Cinb OKTEHINCYKLUMHATY KPOXMasto, BiCcK 6inui, napadiH
6NN M'AKNIA.

JlikapcbKa thopma. Kpem.
OCHOBHI (Di3nKO-XiMiUYHI BNacTMBOCTI: 6inoro abo mavixe 6iN0ro Konbopy M’SIKOT KOHCUCTEHUIT OAHOPIAHWIA
KpeM, 6e3 CTOPOHHIX BK/HOYEHb.

dapmakoTepaneBTUYHa rpyna. KopTMKocTepoiam 4ns 3aCTOCYBaHHA Y AepMaTonoril.
Kog ATX DO7A C13.

dapmMakosoriyHiBNnacTMBOCTI.

PapmakofnHamika.

MomeTa30oHy (hypoaT — CUHTETUYHWIA TNHOKOKOPTUKOCTEPOiA AN MICLEBOr0 3aCTOCYBaHHA 3 MPOTU3anabHUM,
MPOTUCBEPOIKHUMTA aHTUEKCYAaTVBHUMEEKTAMN.

PapmakoKiHe TuKa.

dapMaKOKiHETUYHI AOCNIMKEHHS NOKasanu, WO cuUcTeMHa abcopbuis nicns MicLEeBOro HaHeCEHHs MOMeTa3oHY
(ypoaty 0,1 % € MiHiMa/IbHOO; NPM6/IM3HO 0,4 % 3aCTOCOBAHOT 03V BUBOAUTLCA 3 OpraHiaMy ynpogoBX 72 roguH
nicna HaHeceHHs. BCTaHOBUTU XapakTep MeTaboniTiB Oy/n0 NPaKTUYHO HEMOX/IMBO Yepe3 HeBE/IMKY KiflbKiCTb,
MPUCYTHIO Y N/ia3Mi KPOBi Ta BUAINEHHSAX.

KniHIYHI XapaKTEPUCTUKWN.

lNoka3aHHA.

3anasbHi aBMLLA | CBEpOIX Npu Aepmarosax, Lo NigharTsea Tepanii KopTUKocTepoigamn,y ToMy Y1Cni ncopias
(Kpim nowwmpeHoro 6/19LLKOBOroncopiasy) Ta aTonivyHUiA 4epmatuT,y AOPOCnnX i AiTel BIKOMBIf 2 POKIB.

MpoTuUnokasaHHs.

Enokom® NPOTUMNOKa3aHWin Mpu po3alea, akHe Bynbrapic, aTpodii LWKipn, nepiopanbHOMY AepMaTuTI,
nepiaHanbHOMY Ta reHiTanbHOMY CBepbexi, MiAry3KoBMX BUCUMMNAHHAX, GakTepianbHUX (Hanpuknag iMneTuro,
niofepmiT), BipycHMX (Hanpuknag repnec NpocTuia, repnec onepisyBasibHUiA Ta BITPsHA Bicna, NPOCTi 6opoaaBKy,
rocTpi KOHAWNOMM, KOHTario3HUi MOMKCK), NapasuTHMX Ta rpubkoBux (Hanpuknag KaHamaa abo gepmartodir)
IH(heKUiAX, Ty6epKynbo3i,cudinici abo NOCTBaKUMHaNbHUX peakLisiX. EnokoM® He Ccnip 3acTOCOBYBaTUHA paHax abo
Ha BKPWTI BMpaskamu LWKipi. MpenapaT npoT1nokasaHuii natieHTam 3 NifBULLEHOK YyTIMBICTIO 0 Oyb-AKOro3
KOMIMOHeHTIBMpenapatyabo 0 IHLWWX rMHOKOKOPTUKOCTEPOIIB.

B3aemogisi 3 iHLWIMMK fliKapCbKMMM3acobamu Ta iHLLi BUAM B3aEMOSIA.
He BCTaHOB/EHA.

Oco6MBOCTI 3aCTOCYBAHHSA.

Y pasi BUHUKHEHHS nofpasHeHb abo ceHcrbinizavii, He0bXigHO MPUNUHUTK NlIKYBaHHA MpenapaTom EnokoM® Ta
pO3MoyaTVBIANOBIAHE NTIKYBaHHS.

Y pasi po3BUTKY CYMNyTHbOI iH(eKUiT LWKipy HeobXigHO 3acTOCOBYBaTW BIAMOBIAHWMIA NPOTUIPMOKOBUIA abo
aHTubakTepiasbHWI npenapat. AKLWO NPOTArOM KOPOTKOro Yacy He BLAETbCA AOCATTU MO3UTUBHOI AMHAMIKU,

3aCTOCYBaHHAKpPEMY Enokom® CNif NPUNUHATK, MOKM iH(EKLiA He Byae MOBHICTIO YCYHeHa.
CucTtemHa abcopbLis npu MicLEBOMY 3aCTOCyBaHHI Pi3HUX rntokokopTukocTepoidiB(MTKC) Moxe cnpuymHATH



060pPOTHEe MPUTHIYEHHA (YHKUIT rinoTasamo-rinogizapHo-HagHUPHNKOBO-3a/103HOI CUCTEMU 3 MOXX/IMBOIO
[JIIOKOKOPTMKOCTEPOILHOK HEAOCTATHICTIO NMICNA MPUMUHEHHS NTIKYBaHHA. Y 0eaKUX nauieHTiB MOXYTb BUHUKATU
nposiBu cMHApoMy KyLUmnHra, rinepriikemis i riaoKo3sypis.

MavujieHTiB, SKi 3aCTOCOBYOTb MiCLEBUIA CTEPOIA HA BENNKNX AiNAHKAX LLIKipK abo i3 BUKOPUCTaHHSAM OKMHO3IAHNX
MOB'A30K, cnig nepioAnyHO nepesipsATK Ha HasABHICTb MPUrHIYeHHS YHKUIT
rinoTanamo-rinoisapHo-HaAHMPHUKOBO3AIO3HOT CUCTEMWU. Taky MepeBipKY MOXHA BMKOHATU  LUMIAXOM
npoBefeHHs TecTy 3 AKTI -cTUMy nsuieto, BUMIPHOBaHHA paHKOBOIO BMICTY KOPTU30/1y Y MNJ1a3Mi KPOBi Ta B iHLLMX
cepeaoBuLLLax, OKpim ceui.

Byab-aKi MOGIYHI eekTn, WO BMHMKAKOTL MNPW 3aCTOCYBaHHI CUCTEMHUX KOPTMKOCTEPOILiB, BKIHOYAHOUM
NPUrHiYeHHA (YHKUIT KOpW HaAHMPKOBMX 3a/103, MOXYTb BiA3HayaTuCs i Npuv MICLEBOMY 3aCTOCYBaHHI
[IIOKOKOPTUKOCTEPOIiB,0C006/IMBO Y HEMOB/IAT Ta AiTew.

[iTaM, a TakoX Ha 06/11MYYa OKNKO3iK0 He chif 3acTtocoByBaTu. Criif YHUKaTV NOTPanAsaHHA | KPeMy Ha C/IM30BI
060/1I0HKMN.

ToniyHi CTepoigy MOXyYTb OyTW Hebe3neyHnMK y BUMNaAKax rncopiasy 3 6aratboxX NPUYMH, BKIKOYAKOUM PELUANBU
nicna po3BUTKY TOMEPaHTHOCTI, PU3NK TeHepasi3oBaHOro MycTy/1bO3HOr0 rncopiasy Ta PO3BUTOK /I0Ka/ibHOT abo
CUCTEMHOI TOKCMYHOCTI Yepes nocnabneHy 6ap'epHy hyHKLit0 LUKIPW. Y pa3i 3aCTOCYBaHHS npenapaTy npv ncopiasi
LY>Ke BXNMBO 34iICHIOBATMPETE/IbHUI Har 154 3a NaLieHTamm.

Mpy panToBOMY NPUMUHEHHI TPMBAIONO NTiKYBaHHSA MOXE PO3BUHYTUCA ePeKT NMOBEPHEHHS CUMMNTOMIB Y BUTNAAI
[epMaTuTy 3 iIHTEHCMBHUM NOYEPBOHIHHAM, NOAPa3HEHHAM Ta NeYiHHAM. 3anobirTi LboMy MOXKe NoBifibHa BiAMiHa
npenapary,Hanpukiag, NikyBaHHA 3 nepepsamm, & L0 NMOBHOIO NPUMUHEHHS.

["IIOKOKOPTMKOIAN MOXYTb 3MIHIOBATM O3HaKM AeAKMUX YPaXeHb Ta YCK/Ia[HKBATW BU3HAYeHHS BIAMOBIAHOIO
AiarHo3y, Lo TakoX Oyie 3aTpuMyBaTV Oy >KaHHS.

Mpenapat EnokoM® He npusHaueHmii4ns ohTanbMOOriYHOr03aCTOCYBaHHS, BKHOUaIOUMHAHECEHHS Ha MOBiKY. He
MOXHa AonycKaTy nonagaHHsa npenapaTy B oui.

Mpn 3acTOCYyBaHHI KOPTMKOCTEPOIAiB CUCTEMHOI Ta MicLeBOT Aii (BKIOYarouM iHTpaHasaslbHe, iHransauiiHe Ta
BHYTPILLUHbOOYHE BBEAEHHS) MOXYTb BUHUKHYTW MOPYLUEHHS 30pYy. AKWO BWHMKAKOTb TakKi CUMMNTOMU, SIK
HEUITKICTb 30py abo iHLII MOPYLUEHHSA 30pYy, NaUiEHTY CAif NPONTM 06CTEXEHHS Yy ohTanbmonora Ans OUiHKM
MOX/IMBUX MPUYMH MOPYLUEHHA 30pYy, AKI MOXYTb BK/IKOYaTW KaTapakTy, rfnaykoMmy abo Taki pigKicHi
3aXBOPIOBAHHA, AK LEHTpaJlbHa Cepo3Ha XOpiopeTMHOoMaTid, MPOo WO MOBIAOMAAMOCA MIC/IA 3aCTOCYBaHHA
KOPTUKOCTepOIiB CUCTEMHOI Ta MicLLeBOT Ail.

3acTocyBaHHsy Nepiog BariTHOCTIabo rofyBaHHA rpyaato.

IMig yac BariTHOCTi abo rofyBaHHSA rpyAAt0 NiKyBaHHA NpenapaToMcif NPOBOANTU TiNIbKM 3a MPU3HAYEHHAMNiKaps.
OfHaK i B UbOMYy pa3i HeoOXifHO YHUKATM 3aCTOCYBaHHS KPeMY Ha BE/IMKUX AiNfHKAX LWKipM abo BMpOLOBX
TpuBaNoro nepiogy. [JoctaTHix foKa3iB 6e3neku npenapaTy A4/ XIiHKW y nepiog BariTHOCTI HeMae. AK i 3 iHWnMK

INIFOKOKOPTMKOCTEPOIAaMUMICLLEBOIO 3aCTOCYBaHHS, Enokom® CNif, NpU3HaYaT BariTHUM XXiHKaM TiJIbKW Yy TOMY
pasi, AKL0 NOTeHLiHa KOPUCTb Bif, 3aCTOCYBaHHSA 4715 MaTepi NepeBuLLYe MOTEHLIMHWA PU3NK 415 N1o4a.
HeBigoMo, Y/ MOXe MicLieBe 3aCTOCyBaHHA KOPTUKOCTEPOILiB CNPUUMHATU 3HAYHY CUCTEMHY abcopbuito, Lo

YTBOPUTb KiMlbKICTb MpenapaTy, fika Moxe GyTW BUsBNeHa y rpyAHOMy Monowi. EnokoM® cnig sactocoByBaty
nepiof rofyBaHHA TPYALI0 TibKU MICNA PETeNbHOr0 aHasidy CniBBiLHOLUEHHA KOPUCTI Ta PU3MKY. AKLLO
NpU3HAYaETLCA NiKYBaHHA BENMKUMU [03amMy ab0 3aCTOCYBaHHSA YNPOA0BX TPUBAION0 Nepiosy, rofyBaHHS rpyaato
HeobXiAHO MPUMMHATK.

34aTHICTbBNIMBATW HA LUBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOMAa60 iHLIMMU MexaHi3Mamu.
He BCcTaHOB/NEHA.

Cnoci6 3acToCcyBaHHSI Ta 03W.

Kpem EnokoM® HaHOCWUTU TOHKWM LLApOM Ha YpaxeHi AiNAHKM WKipn 1 pas Ha [o6y. TpUBANicTb NiKyBaHHS
BM3HAYAETLCATHXKICTIO, NepebiromM 3axXBOpPHOBaHHSA Ta BU3HAYAETLCAIHAMBILYA/TbHO.

BuKopucTaHHA MiCLIEBUX KOPTUKOCTEPOTAIB AiTAM Ta Ha 06/1M44i HeO6XiIAHO 0OMEXUTU MiHIMa/IbHOIO KiflbKICTHO
MOPIBHSAHO 3 e(heKTUBHUMY TEPANEBTUYHUMU PEXUMAMU, NPU LibOMY TPMUBANICTb NiKyBaHHA He Mae nepesuLLyBaTnS
AHiB.

aiTn.



[LiTaM BiKOM Bif} 2 pOKiB npenapar 3aCTOCOBYBATU JIMLLIE 33 NPU3HAYEHHSAM NiKaps.

Uepes Te, WO Y AiTell BeNMYMHA CMIBBIAHOLLIEHHSA MN/IOWi NOBEPXHI | Macw Tina 6inblue, HXX Y AOPOCAUX, AITK
OiNbLW CXWNbHI A0 PU3MKY MNPUTHIYEHHA (QYHKUIT rinotanamo-rinogisapHo-HagHNPKOBO3a/I03HOTCUCTEMMN Ta
nposiBiB cMHAPOMY KyluMHra npu 3actocyBaHHI 6yAb-AKMX KOPTUKOCTEPOIAiB MiCLEBOI Ail, SAKWIA 3pocTae npu
HaHeceHHI Ha nnowi noHag 20 % noBepxHi Tina.

PeKOMeHYETbCA 3aCTOCOBYBATU AKHAMEHLUY Ki/IbKiCTb T/IFOKOKOPTUKOCTEPOIAiB, HEOOXIAHY A1 OTpUMaHHA
TepaneBTUYHOIO edheKTy, 0c06MBO Yy AiTei. Kypc nikyBaHHA He MOBMHEH MepeBuLlyBaTn 5 aHiB. [loBrotpusane
NiKyBaHHS rNHOKOKOPTUKOCTEPOTAAMUMOXKE 3aTPUMYBATM 3PIiCT Ta PO3BUTOK AUTUHM.

bBesneyHicTb 3acTOCyBaHHA Npenapary Enokom® y AiTei NpoTArom GifbLue 6 TUXXHIB He BMBYanachb.

ICHYIOTb lMLLIE OOMEXEHI AaHi CTOCOBHO liKyBaHHS AiTei BIKOM 10 2 POKiB.

MomeTas30H He C/lif, 3aCTOCOBYBATU A5 NiKYBaHHA AepMaTUTY, CIPUYNHEHOr0 HOCIHHAM MiAry3HYKIB.

Kpem He cnig 3acTocoByBaTW Mif, OKMHO3iMHI MOB'A3KN, SKWO TiflbKA Ue He MPU3HAYEHO NiKapem, a TakoX
HaHOCUTWM Ha AiNAHKN NI NIATY3HUKY abo TPYCK, AIKI HE MPOMYCKarTb BO/OTY.

Nepeno3yBaHHSA.

HagmipHe  TpuBasie  3aCTOCYyBaHHf  MICLEBMX  KOPTUKOCTEPOIAIB  MOXE  MPUrHidyBatM  (DYHKLiO
rinotanamo-rinogizapHo-HagHNPKOBO3a/I03HOT CUCTEMM, L0 MOXE MPOSBUTUCA Y BTOPWHHIA HeAOCTaTHOCTI
HaZIHUPKOBMX3a/103, KA 3a3BUYaii € 060POTHOHO.

Y pasi NpuUrHivyeHHs uiel cuctemMmn cnif 36iNbWINMTA IHTepBasl MK HaHeceHHAMM abo X 3actocyeatn 'KC 3
MEHLLOK aKTUBHICTIO abo BiAMIHMTK npenapar.

BMicT cTepoify Y KOXHOMY KOHTEMHepi HaCTifIbKN Majinid, WO Y pasi MasoiMOBIPHOrO BUMNaAKOBOr0 KOBTaHHS
npenapaTy TOKCUYHUI e(heKT Oy1e Maidke HEMOMITHUMabo BiACyTHIM.

Mo6iuHi peakuii.

Hwxye HaBefeHi No6GiYHI peakuii, MPo AKi NOBIAOMANOCH Y 3B'A3KY 3 3aCTOCYBaHHAM MpenapaTy EnokoM®, 3a
CUCTeMaMM OpraHiB Ta YacTOTOR: Ay>ke YacTo (=1/10); yacTo (=1/100, <1/10); HeyacTo (=1/1000, <1/100); pigko
(=2/10000, <1/1000); pyxe pigko (<1/10000); HeBiAOMO (HEMOXX/IMBO OLIHATK 3@ HAABHUMW LaHUMW).

IHpeKkyiT Ta iHBa3IT: Ay>Ke PILKO — OoNiKyNiT; HEBILOMO — IH(EKLIT, PYPYHKYN.

3 60Ky HEPBOBOT CUCTEMMU: AYXKE PIAKO — BiAUYYTTS MEYiHHA; HEBIZOMO — MapecTesii.

3 6OKy LWKipy Ta NigWKIpHOT KNITKOBUHW: [yXe pPifKO — CBep6iX; HeBiJOMO — KOHTaKTHWA [epmaTwT,
rinonirMeHTaLis LWKipK, rinepTpmxo3, aTpogivHi CMyru LWIKipKW, AepMaTUT akHENoAi6HMIA, aTpodis LLKipW.
3aranbHi NOpyLeHHA Ta peakuil y Micli HAHECEHHSA: HeBIAOMO — 6ifb Yy MiCLi HaHECEHHs, peakuil y MicLi
HaHeCeHHs.

3 60Ky opraHis 30py: HEBIJOMO — HEUITKICTb 30pYy (AUB. TaKOX po3fin «OcobAMBOCTI 3aCTOCYBAHHS).

Micuesi Mo6iYHI peakuil, NpPo fAKi HeyacTo MOBILOMAAMOCA MPW 3aCTOCYBaHHI TOMIYHMX [AePMaTOsOrNiYHUX
KOPTUKOCTEPOIfiB, BKNHOYaOTh: CYXIiCTb Ta MOAPA3HEHHS LLKIpW, fepMaTuT, nepiopanbHuUi AepMaTuT, Malepawito
LUKIpW, CTPWI, 3aroCTPeHHsI 3axXBOPIOBaHHSA, epuTeMy, NITHULIO Ta Te/eaHriekTasil, namnysnbo3Hi, NycTybO3Hi
BMCMMNaHHA Ta BIAYYTTA NOKONHOBaHHS.

TepMiHNPUAATHOCTI. 2 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.



