IHCTPYKUIA
JJIS1 MEIUYHOT0 3aCTOCYBAHHS Mpenapary
ExdoxoM®

(Elocom®)

Cknao:

diroua pevosuna: Mometasone furoate

1 r kpeMy MICTUTh MOMETa30HYy Qypoary 1 mr;

O00NOMIdICHI peyouHU. TEKCUIICHTIIKOJIb, BOJa OUMILIEHa, KUCIIoTa (pochopHa po3BeeHa, riaporeHi3oBaHmii
dochoruamnxomin, Turany giokeuna (E 171), amomiHieBa ciib OKTEHUICYKIIMHATY KPOXMAJTIO, Bick Oinuii, mapadin
01Tt M'IKH.

Jlikapcbka ¢opma. Kpewm.
Ocnoeni isuxo-ximiuni enacmugocmi: 0110ro ado Maiixe O17I0ro KOJIbopy M’ SIKOT KOHCUCTEHLIIT OTHOPITHUI KpeM,
0€3 CTOPOHHIX BKJIIOUEHb.

dapmakoTepaneBTH4YHA rpyna. Koptukoctepoiau s MiciieBoro 3actocyBanns y nepmarosnorii. Koqg ATXD07A
C13.

dapMaKoJIOTiYHi BJIaCTHBOCTI.

Dapmaroounamika.

Mowmetazony Qypoar — CHHTETHYHUH TITIOKOKOPTHKOCTEPOI T i1l MICIICBOTO 3aCTOCYBAHHS 3 MPOTH3ANAILHUM,
MPOTUCBEPOIKHUM Ta aHTUEKCYIaTUBHUM e(deKTaMu.

DapmakoKinemuxa.

dapMaKkOKIHETUYHI TOCIIHKEHHS [TOKa3aly, 1[0 CUCTEMHa a0copOIIis Miclis MICIIEBOTO HAHECEHHSI MOMETa30HY
dypoary 0,1 % € miniMansHOO; TpuOIM3HO 0,4 % 3aCTOCOBAHOI 1031 BUBOJAUTHCS 3 OPTaHI3My YIIPOJIOBXK 72
TOJIMH MicTisl HaHeCeHHs. BcTaHOBUTH XapakTep MeTaboiTiB 0y10 MPAKTUYHO HEMOKIIMBO Yepe3 HEBETUKY
KUIBbKICTh, IPUCYTHIO Y IJ1a3Mi KPOB1 Ta EKCKPETI.

Kainiuni xapakrepucTuku.

Ilokasannsa.

3amanpH1 SBUIIA 1 CBEPOLK IPU J€pMaTo3ax, 0 MiA1al0ThCs Tepanii KOPTUKOCTEPOilaMu, Y TOMY YHCI 1copia3
(KpiM MOIMIMPEHOTO ONSIIKOBOTO Tcopia3y) Ta aTOMIYHHIA JEPMAaTUT, Y JOPOCIHX 1 AiTel BIKOM BiJ 2 POKIB.

Ilpomunokaszanns.

EnoxoM® npoTumokasanuii mpu posariea, akHe By Ibrapic, arpodii mKipu, IepiopaabHOMY JepMAaTHTI,
nepiaHaTbHOMY Ta TEHITAIBHOMY CBEepOEeXKi, MATY3KOBUX BUCHUIIAHHSAX, OaKTepialbHUX (HAPUKIIA] IMIETHUTO,
MOJEPMIT), BIpyCHHX (HAaIIPUKJIIAI Teprec MPOCTHH, repIiec Onepi3yBaIbHUH Ta BITpsSHA BiCIa, IPOCTi OOPOIaBKH,
rOCTpi KOHIWUJIOMH, KOHTario3HUM MOJIIOCK), Mapa3uTHUX Ta TPHOKOBUX (HAMPHUKIaA KaHIuAa abo AepMaTodiT)
indexmiax, TyGepKkyIb03i, cudinici a6o mocTRakIMHATHHNX peakiiax. EnoxBhHe ci1is 3acTOCOBYBATH Ha paHax
abo Ha BKpHTiii BUpa3kamu mikipi. [Ipenapat mpoTunoka3anuil maimieHTam 3 MiABUIIEHOK YyTJIUBICTIO 10 OYy1b-
SKOT0 3 KOMIIOHEHTIB Mpenapary ado 10 1HIIUX MTIOKOKOPTUKOCTEPOIAiB.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6UOU 63a€Mo0ill.
He BcraHnoBiieHa.

Ocoobnusocmi 3acmocyéanns.
B pa3i BUHUKHEHHS 1oIpa3HeHb a00 ceHCHOiTi3allil, HeoOXiTHO MPUITMHHTH JIIKYBaHHS Ta PO3MOYATH BiAMOBIIHE
JKyBaHHS.



B pa3i po3BUTKY cynmyTHBOI iH(EKIIiT MKip1 He0OXiAHO 3aCTOCOBYBATH BIAMOBITHUI MPOTUTPUOKOBUI 2060
aHTHOAKTepiaIbHUI Mpernapar. Ko IpoTAroM KOPOTKOTO Yacy HE BIAETHCS AOCSATTH MO3UTHBHOI JUHAMIKH,
3acTocyBanHs kpeMy EnoxoM® citiy nmpunueuTH, 10KHK iHdeEKIis He Gy/ie MOBHICTIO yCyHeHa.

Cucremna abcopOrrist mpu MiciieBomy 3actocyBanHi pizHuX ['KC Moke BHKJIMKATH 000POTHE MPUTHIYCHHS
GbyHKIIT rinoTanaMo-rinogizapHaa JHUPHUKOBO-3aJI03HOT CUCTEMH 3 MOXKIIUBOIO TTIFOKOKOPTHUKOCTEPOITHOIO
HEIOCTATHICTIO MICIIS MPUITMHEHHS JTIKYBaHHS. Y JIESKHX MAaIli€HTIB MOKYTh BUHUKATH MIPOSIBU CHHAPOMY
Kymmnra, rinepriikemis rIIOK03ypis.

[TamienTH, IKi 3aCTOCOBYIOTh MICIIEBHIA CTEPOi]] Ha BEIMKHUX IUISTHKAX IIKIPH a00 i3 BUKOPUCTAHHSAM OKITIO31HHUX
MOB'SI30K, TOBHHHI MEPIOIUYHO MEPEBIPSATUCS HA HASBHICTh MPUTHIYEHHS (QYHKIIT rimoTanaMo-rinodizapHo-
Ha/THUPHUKOBO-3aJI03HO1 cucTeMu. Taky mepeBipKy MO>KHa BUKOHATH IUIIXOM IpoBeneHHs TecTy 3 AKTT -
CTUMYJISIIIEI0, BUMIPIOBAHHS PAaHKOBOTO BMICTY KOPTH30JTy B IJIa3Mi Ta B 1HIIUX CEPEAOBHUIIAX, OKPIM CEYi.
Bynb-ski mo6iuHI €eKTH, M0 3yCTPIYaroThCs MPH 3aCTOCYBaHHI CHCTEMHHUX KOPTHKOCTEPOI/IiB, BKIIOYAI0UH
npurHideHHs PyHKIi{ KOpH HATHUPKOBHX 327103, MOXKYTh BiJ3HAYaTHCA 1 IPHU MiCLIEBOMY 3aCTOCYBaHHI
TITFOKOKOPTHUKOCTEPOI TiB, 0COOJIMBO Y HEMOBJIAT Ta JITEH.

V niteit abo Ha 001MYYl OKIIIO31s1 HE TOBUHHA 3acTOCOBYBaTUCs. CiIi/l YHUKATH NMOTPAIUIIHHS Ma3i Ha CIU30B1
00OJIOHKH.

[Tpu panToBOMY NPUIUHEHHIO TPUBAJIOTO JIIKYBaHHS MOKE PO3BUHYTHUCS €()eKT MOBEPHEHHS CUMIITOMIB Yy
BUIJISAJIl AEPMATUTY 3 IHTEHCUBHUM MOYEPBOHIHHSAM, MOJPAa3HEHHSM Ta MEUIHHAM. 3a1100IrTH [IbOMY MOXE
NOB1JIbHA BiJIMiHA MTpenapary, HalpuKiIal, JiKyBaHHS 3 IEpepBaMH, aXX 10 IOBHOT'O PUITUHEHHS.

[ TIOKOKOPTHKOI TN MOKYTh 3MiHIOBATH O3HAKHU JCSIKHX YPAXKEHb Ta YCKIaHIOBATH BU3HAYCHHSIBIIIOBITHOTO
JiarHo3sy, 110 TaKOX Oy/e 3aTpUMyBaTH Oy >KaHHS.

Kpem EnokoM® MiCTUTH TPOMIICHTITIKOIb, SKA MOXKE BUKJIMKATH TOAPAa3HCHHS IIKIPH, a TAKOK CTEAPUIIOBUI
CIIUPT, 110 MOYKE BUKJIMKATH MICIEBI MIKIpHI peakiii (HampuKiaa, KOHTAKTHHH JEPMAaTHUT).

Tpenapar EnoxoM® me npusHadennii 11 0TaabMOIOTiYHOTO 3aCTOCYBAHHS, BKIIOYAIOYN HAHECEHHS HA MOBIKH.
He MoxHa nomyckaTH omnajgaHHs mpenapary B oui.

3acmocysanns y nepioo eazimnocmi abo 200y8anHs 2pyooio.

[Tix gac BariTHOCTI 200 rOyBaHHS TPYIIO JIKYBaHHS MPENapaToM CIIiJ MPOBOIUTH TUTBKH 3a MPU3HAYCHHIM
aikaps. OzHak 1 B 1bOMY pa3i He0O0XiJHO YHUKATH 3aCTOCYBAaHHs KpeMy Ha BEJIMKHUX AUISHKAX HIKipu abo
BITPOIOBXK TPHUBAJIOTO Nepiony. JlocTaTHix qoKa3iB Oe3neky mpenapaTy s KIiHKH i1 9ac BariTHOCTI HeMae. SIK i3
iHITMMM TIIIOKOKOPTHKOCTEPOITaMH MiCIIEBOTO 3aCTOCyBaHHs, Enoxof® ci1in mpu3HauaTH BariTHUM jKiHKaM TiTbKH
y TOMY pas3i, SIKIIIO TOTeHIIHHA KOPUCTH Bifl 3aCTOCYBAHHS JUIsI MaTepi MEPEBHIIY€ TTOTCHIIHHUI PU3UK IS IUI0/A.
Hesigomo, un Moske MicCIeBe 3aCTOCYBaHHSI KOPTUKOCTEPOiAiB BUKIUKATH 3HAYHY CUCTEMHY abcopOILito, 1110
YTBOPHTH KiIBKiCTh TIpEnaparty, ska Moe OyTH BHsBIEHA y TpyaHOMy Moomi. Enokd® ciix 3actocoByBarn y
nepioj] TOAyBaHHS TPYIIO TUIBKH MiCIsl PETEeIbHOr0 aHaMi3y CIIBBIIHOIICHHS KOPHUCTI Ta pU3HKY. SKIIO
MPU3HAYAETHCS JIIKyBaHHS BEJIMKHMH J03aMH a00 3aCTOCYBAaHHS YIPOJIOBK TPHUBAJIOTO MEPIOAY, TOTyBaHHS
TPyAII0 HEOOX1THO MPUMTUHUTH.

30amuicmo eniueamu Ha WEUOKICMb peakyii npu KepyeanHi agmompancnopmom abo pobomi 3 iHuumMu
MexaHismamu.
He BcranoBieHa.

Cnocio 3acmocysanna ma 0o3u.

Kpem EnoxoM® HAaHOCHTH TOHKHMM IIapoM HA ypakeHi JiUTAHKY mKipu 1 pa3 Ha n1o0y. TpuBamicTh TikyBaHHS
BHU3HAYAETHCS TSHKKICTIO, Tepe0iroM 3aXBOPIOBAHHS Ta BU3HAYAETHCS 1HANUBIIYalbHO.

BukoprcTaHHs MiCIIEBHX KOPTHKOCTEPOIIiB AITSAM Ta HA O0JIMYYi HEOOX1THO OOMEXHUTH MiHIMAJIBHOIO KiJTBKICTIO
HOPIBHAHO 3 €PEKTUBHUMU TEPANEBTUYHUMU PEKUMaMHU, IPU [[bOMY TPUBAJICTb JIKYBaHHS HE Ma€
TIEPEBUIIYBATH 5 JTHIB.

Jimu.

JliTsam BiKOM Bif] 2 pOKiB Mpenapat 3aCTOCOBYETHCS JIUIIE 32 TPU3HAYCHHSM JIKapsl.



UYepes Te, 110 y AiTel BETMYMHA CIIBBITHOLICHHS IUIOMII MOBEPXHI 1 MacH Tija Oiblile, HIXK y JTOPOCIUX, TITH O1IbII
CXHWJIBHI JI0 PU3UKY MPUTHIYEHHS QYHKIITimoTaIaMo-rinodizapHo-HaJHIPKOBO-3aJI03HOT CHCTEMU Ta MPOSIBIB
cunapomy KymmHra npu 3acTocyBaHH1 OyIb-sIKUX KOPTHKOCTEPOIIiB MICLIEBOT i, SKHii 3pOCcTae MpU HAHECEHH1 Ha
ot moHaza 20 % moBepxHi Tija.

PexoMeHay€eThCS 3aCTOCOBYBATH SKHANMEHIIY KUTBKICTh TITIOKOKOPTUKOCTEPOiiB, HEOOXITHY /ISl OTPUMaHHS
TepaneBTHYHOTO eeKTy, 0co0mmBo y aiteil. Kypc ikyBaHHS HE TOBHHEH IEPEBHIYBaTH 5 1HIB. JloBroTpuBaie
JKyBaHHS TTIOKOKOPTHKOCTEPOiJaMU MOXE 3aTPUMYBATH 3PIiCT Ta PO3BUTOK JUTHHU.

Be3neunicTs 3actocyBanHs npenapary EnokoM® y miTeit mpoTaroM Gidbln Hix 6 THKHIB He BUBYAJIACK.

IcHytoTh nHIIIE OOMEXEH1 TaHI CTOCOBHO JIKyBaHHS JiTe€l MOJOIIE 2 POKIB.

MomMeTa30H He CITiJl 3aCTOCOBYBATH JUIS JTIKYBaHHS IEPMATHUTY, CIIPUYMHEHOTOHOCIHHSM T ITY3HHUKIB.

Kpewm He crig 3acTocoByBaTH mijl OKITIO31iHI MOB'S3KH, SIKIIO TUIBKH 11€ HE IPU3HAUEHO JIIKapeM, a TaKOX
HAHOCHUTH Ha TUISTHKH i MIATY3HUKH a00 TPYCH, SIKi HE MPOMYCKAIOTh BOJIOTY.

Ilepeoo3ysanns.

HaamipHe TpuBase 3acToCyBaHHS MICIIEBUX KOPTHKOCTEPOiIiB MOKE MPUTHIYYBaTH (YHKIIIIO TiMOTaIaMo-
rinmogizapHo-HaJHUPKOBO-3AI03HOI CUCTEMH, 110 MOXKE MPOSBUTHUCS Y BTOPUHHIN HEOCTATHOCTI HATHUPKOBUX
3aJ103, sIKa 3a3BUYail € 000POTHOIO.

V pasi npurHiueHHs i€l CHCTEMH CITiJT 30UTBIINTH 1HTEpBaJl MiXK HaHeceHHsIMH a00 k 3acTocyBatu ' KC 3
MEHIIOK aKTUBHICTIO a00 BiIMIHUTH Mpemnapar.

Bwmict cTepoiny y KOKHOMY KOHTEHHEP1 HACTUIBKUA MaJIMi, 10 y pa3l MaJOHMOBIPHOIO BUIIQAKOBOI'O KOBTAHHS
npenapaTy TOKCHUHUHN edekT Oye Maiike HeOMITHUM a00 BiACYTHIM.

Ilo6iuni peakuii.

Huxde HaBeIeHi T06I4HI peakiii, mpo sAKi MOBiIOMIIANOCA y 3B'3Ky i3 3acTocyBanHsAM Enokofy 3a cicremamu
OprasiB Ta 4acTOTOMO: Ayke yacto (>1/10); wacro (>1/100, <1/10); neuacto (>1/1 000, <1/100); piaxo (=1/10 000,
<1/1 000); myxe pigko (<1/10 000); HEBiTOMO (HEMOKIIMBO OIL[IHUTH 32 HASIBHUMU JaHUMH).

Inghexyii ma ineasii: myxe pinko — GomikymiT; HeBiqoMo — iHdeKil, pypyHKyIH.

Ilopywenns 3 60Ky Hep8o8oi cucmemu: JTy’xKe PiIKo — BIUYTTs MEUiHHS; HEBIIOMO —T1apecTesii.

Topywenus 3 60Ky wKipu ma niOWKIipHoi KIiIMKOSUHU: Ay Ke PIIKO — CBEpO1kK; HEBIIOMO — KOHTAKTHHI JEPMAaTHT,
rimomirMeHTanis mKipy, TinepTprux03, aTpodivHi CMyTH MIKIpH, AEPMATUT aKHETIOAI0H!H, aTpodist MIKipH.
3acanvui nopywienns ma peaxyii' y micyi HaneceHHA.HEBIIOMO — OLIb y MICIII HAHECEHHS, peakLii y MicIi
HaHECEHHS.

[TponineHraikoab TaCTeapHIOBUIA CIIMPT, 10 BXOAATH /10 CKJIAy MpenapaTy MOXKYTh BUKJIMKATH MOIpa3HEHHS
IIKIPY Ta MICIIEBI MIKIpHI peaKiii.

MicueBi moOi4Hi peakilii, mpo SKi HeYacTO MOBIIOMIISIIOCS MIPH 3aCTOCYBaHHI TOMIYHHUX JAEPMATOIOTIYHUX
KOPTHUKOCTEPOIAiB, BKIIOYAIOTh: CYXIiCTh Ta IMOAPa3HEHHS MIKIPH, IEPMATHT, TIEpiOpAIEHUN IEpMaTHT, Mallepallito
HIKIpHU, CTPHI, 3arOCTPEHHSI 3aXBOPIOBAHHS, €pUTEMY, MITHHUIIO Ta TeJIeaHT1eKTa3li, Mamyib03Hi, MyCTYyJIbO3HI
BUCHITAHHS Ta BiIyTTs NOKOIIOBAHHS.

Tepmin npuoamnocmi. 2 poku.

YmoBu 30epiranus.
30epiraTu y HeIOCTYIIHOMY JJIs AiTeH Micli pu Temieparypi He Buie 25 °C.

Ynakoska.
Ty6u o 15 r a6o 30 v Nel y kapTOHHII KOPOOTTi.

Kareropis Binmycky. 3a peuentom.
BupoOuuk.

[epinr-ITnay Jlado H.B., benbris/
ScheringPloughLabo N.V., Belgium



Micue3HaxoakeHHs1 BAPOOHHMKA Ta HOro agpeca Micusi MPOBaIKeHHs AislIbHOCTI.
Ianycrpienapk 30, Xetict-on-nen-bepr, Antsepren, b-2220, benbrist /
Industriepark 30, Heist-op-den-Berg, Antwerpen, B-2220, Belgium



