IHCTPYKUIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JiKApPCHKOIo0 3ac00y

Esnoxom®
(Elocom®)

Cknao:

ditoua peyosuna: mometasone furoate;

1 T Ma3i MicTUTB MOMeTa30Hy (ypoary 1 mr;

O0ONOMIICHI peuosuHu: TEeKCHICHTIIKOIb, BOJA OYMINCHA, KHcIoTa QochopHa
pO3BeIeHa, POTIICHTIIIKOIIO CTeapar, BicK Oiiwii, mapadin Oinuii M'sKuii.
Jlikapcbka ¢popma. Ma3sb.

Ocnosni  izuxo-ximiuni eracmueocmi: OUTIOTO0 ab0 Maike OLIOro KOJIbOpY
HETpo30pa Masb, 0€3 CTOPOHHIX BKIIIOYCHb.

dapmakoTepaneBTHYHa rpyna. Koprtukoctepoimu mans  3acTOCyBaHHS Y
JepPMaTOJIOT].

Kox ATX DO7A C13.

Dapmakono2iuni enacmusocmi.

DapmakoouHamika.

Mowmera3zony ¢ypoar — CHHTETHYHHH TIIIOKOKOPTHKOCTEPOIN JUIS MiCIIEBOTO
3aCTOCYBaHHS 3 TIPOTH3ANAIbHUM, IPOTUCBEPODKHUM Ta aAHTHUEKCYIATHBHUM
edexramu.

Dapmaxokinemuxa.

dapMaKOKiHETHYHI JOCITIIPKEHHS TIOKA3aJIH, 1[0 CUCTeMHa a0CopOIIist MiCIIs MiCIIEBOTO
HaHeceHHsT MoMmerazoHy ¢ypoary 0,1 % e wmiHiManbHO0O; mpubmmao 0,4 %
3aCTOCOBAHOI JIO3W BHUBOAWTHCS 3 OPTaHi3My YHPOJOBXK 72 TOIUH IIICIIST HAHECEHHS.
BcranoBut xapaktep MeTaOOMITIB OyJI0 MPAaKTUYHO HEMOMKIMBO 4epe3 HEBEIHKY
KUTBKICTh, TIPUCYTHIO Y TTa3Mi KPOBi Ta BUIUICHHSIX.

Kuiniuni xapakrepucTuku.

Ilokazanns.

3ananmpHi  ABUINA 1 CBepODK TpH  JepMmaro3ax, IO MiAJAIOTBCS — Tepamii
KOPTHKOCTEPOiJaMH, Y TOMY YHMCIIi Ticopia3 (KpiM MOIIMPEHOTO OJISIIKOBOTO TIcopiasy)
Ta aTONIYHHUN IEPMATHUT, Y TOPOCIHUX 1 AiTEH BIKOM BiJ 2 POKIB.

Ilpomunokazanns.

Enokom® NPOTUIOKAa3aHUl MpuU po3alea, akHe ByJbrapic, arpodii ImKipH,
nepioparbHOMY JIEpMaTUTI, epiaHAIbHOMY Ta Te€HITAIbHOMY CBEpOeXi, MiIry3KOBUX
BUCHITIAHHSX, OaKTepiajIbHUX (HAIIPUKIIAL] IMIIETUTO, ITIOJIEPMIT), BIPYCHUX (HAPUKIIA/
repriec poCTHii, reprec onepizyBajIbHUM Ta BITpsSHA BICHA, IPOCTI OOPOJABKH, TOCTPi
KOH/JIMJIOMH, KOHTario3HUH MOJIFOCK), TApa3UTHUX Ta IPUOKOBUX (HAIPUKIIA KaHIUIa
a0o nepmatodit) iHpekLisnx, TyOepKyIb03i, cudiiici a00 MOCTBAKLMHATIBHUX PEAKIIsX.

Enoxom® ne CJTiJ1 3aCTOCOBYBATH Ha paHax a00 Ha BKPUTIH BUpa3kamu mikipi. [Ipemnapar
MIPOTUITOKA3aHUM NALIEHTAM 3 MT1ABUILEHOIO Yy TIUBICTIO 10 OYAb-SKOT0 3 KOMIIOHEHTIB
npermapary abo 10 IHIINX TITFOKOKOPTUKOCTEPOI/IB.

B3aemooia 3 inwumu aikapcokumu 3acodamu ma iHuwii 6uou 63aEM0O0iil.

He BcTanoBieHa.

Ocobueocmi 3acmocysanus.



V pa3i BUHUKHEHHs Ioipa3HeHb a0o ceHcuOii3allii He0OX1AHO MPUITMHUTH JTIKYBaHHS
Ta PO3MOYATH BIAMOBITHE JIIKYBaHHS.

VY pa3i po3BUTKY CymyTHBOI 1H(EKIii MKipu HEOOXiTHO 3aCTOCOBYBATH BiIIMOBITHHIA
NpOTUTPUOKOBUI 200 aHTHOAKTepiaIbHUI MpenapaT. SIKIIo NPOTAroM KOPOTKOTO Yacy

HE BJAETHCS JOCATTH TIO3MTHUBHOI JTWHAMIKH, 3aCTOCYBaHHS Ma3i EnoxoM® cuix
MIPUITMHUTH, TTOKHU THQEKITiS He Oy/ie MOBHICTIO YCYHEHA.
Cucremna abcopOI1ist MPY MICIIEBOMY 3aCTOCYBaHH1 PI3HUX TITIOKOKOPTUKOCTEPOIIIB
MOXE CIIPUYHMHSATH o0opoTHE MPUTHIYCHHS ¢GbyHkmii  rinoranamo-
rinogizapHO-HATHUPKOBO3aJI03HOT CUCTEMU 3 MOJTHBOTO
TIFOKOKOPTUKOCTEPOINHOI0 HEIOCTATHICTIO TIICIsA TPUIUHEHHS JKyBaHHSI. Y
JESKUX TAI[lEHTIB MOXKYTh BUHUKATU MPOsiBH cCUHApoMy KyinHra, rinepriikemis i
TJTFOKO3YPisl.
[TamieHTiB, sIKi 3aCTOCOBYIOTh MICIIEBHI CTEPOi/] HA BEJIMKUX JIIJISHKAX MIKIpH a0o 13
BUKOPHUCTAHHIM OKJIFO31MHUX TOB'SI30K, CIIIJT MEPIOAUYHO MEPEBIPSITH HA HASIBHICTD
NPUTHIYCHHS (QYHKII TinoTagaMo-TinodizapHo-HaHUPKOBO3AJIO3HOT CHCTEMH.
Taky mnepeBipKky MOKHAa BHKOHATH UUIIXOM TpoBeneHHs Ttecty 3 AKTI-
CTUMYJISIIIEI0, BUMIPIOBAHHS PAHKOBOT'O BMICTY KOPTHM30JIy Yy IIa3Mi KpPOBI Ta B
IHIITUX CepeIOBUIIAX, OKPIM cedl.
Bynp-sxki mo0iuHi edexTH, 10 BUHUKAIOTH MPU 3aCTOCYBaHHI CHCTEMHHX
KOPTUKOCTEPOiIiB, BKIIOUYAIOUN MPUTHIYCHHS (PYHKIIT KOPU HAJHUPKOBUX 3aJ103,
MOXYTh BIJI3HAYATHCS 1 MPU MICIIEBOMY 3aCTOCYBaHHI TJIFOKOKOPTHKOCTEPOIIiB,
0COOJIMBO Y HEMOBJISIT Ta NITEH.
JiTsM, a TakoX Ha OOMWYYS OKIIO31I0 HE clij 3acTtocoByBatH. CliJl yHHKATH
MOTPAIUISTHHS TIpeTiapaTy Ha CJIM30B1 000JIOHKH.
Tomiuni cTepoinn MOXyTh OyTH HEOE3NMEUYHMMH y BHUIAJAKaX Icopiazy 3 OaraThbox
[PUYMH, BKIIOYAIOUM  PEUMIMBH  TICIAS  PO3BUTKY  TOJEPAHTHOCTI, PHU3HUK
TeHEePaATI30BaHOTO ITyCTYJIBO3HOTO TCOpia3y Ta PO3BUTOK JIOKAJILHOI a00 CHCTEMHOI
TOKCHUYHOCTI 4epe3 mocyiadiieHy Oap'epHy (YHKINIO MKipd. Y pa3i 3acTOCyBaHHS
mperapary IpH Ticopiasi Jgy)Ke Ba)JIMBO 3IMCHIOBATH PETEIbHUM HArjsia 3a
Marfi€eHTaMH.
[Ipn panToBOMYy NPUIMHEHHI TPUBAJIOrO JIIKYBaHHS MOXE PO3BHUHYTHUCS €(]eKT
MOBEPHEHHSI CHUMITOMIB Y BHWIJISIZII JIEPMATUTY 3 IHTCHCHMBHHM TIOYCPBOHIHHSIM,
MOJIPa3HEHHIM Ta TEUYiHHAM. 3armo0irTi [bOMY MOYKE MOBUIbHA BiMiHA Tperapary,
HaNpUKIaJ, JTIKyBaHHs 3 IEpEepPBaMH, aX JI0 IOBHOTO IPUIIMHEHHS.
['IOKOKOPTUKOIAM MOXYTh 3MIHIOBATH O3HAKH JESIKMX YPa)XXeHb Ta YCKJIaIHIOBATH

BHU3HAYEHHS BIMOBIAHOTO /I1arHO3Y, IO TaKOXX Oy/Ie 3aTpUMYBATH OJTy>KaHHSI.

Masb Enokom®

HIKIpH.

MICTHTH HpOHiJ’ICHFHiKOJ’IB, SIKUHA MOJKE CIIPUYIUHHUTHU ITOAPA3HCHHSA

[Ipenapar Enoxkom®  ne MPU3HAYCHUH I 0(TAILMOJIOTIYHOTO 3aCTOCYBaHHS,
BKJIFOUAIOYM HAHECEHHsI Ha MOBIKK. He MOKHA IOy CKaTH MoTaIaHHs [penapary B OYi.
[Ipu 3acrocyBaHHI KOPTHUKOCTEPOIMIB CHCTEMHOI Ta MICIIEBOI [ii (BKJIFOYAOYN
IHTpaHa3albHe, IHTAJSAIIIHE Ta BHYTPIIIHHOOYHE BBEICHHS) MOXXYTh BHHUKHYTH
MOPYIICHHS 30py. SIKI0 BUHUKAIOTh TaKi CHMIITOMH, SIK HEUITKICTh 30py a00 1HIII
MOPYIICHHS 30Dy, MAI[IEHTY CJIiJI TPOUTH OOCTEKEHHS Y 0(pTaIbMOJIOTa IS OI[IHKA
MO>KJIMBHUX TIPUYHH TOPYUICHHS 30Dy, SIKi MOXKYTh BKIIIOYAaTH KaTapakTy, TIAyKOMY
a00 Taki piIKiCHI 3aXBOPIOBAHHSA, SIK IICHTpaJbHA CEPO3HA XOPIOPETUHOMATIS, PO



110 MOBIAOMJISIIIOCS MICHsI 3aCTOCYBaHHS KOPTHKOCTEPOiliB CUCTEMHOI Ta MiCLIEBO1
i,

3acmocysanms y nepioo sacimnocmi abo 200y8amHs 2pyoor.

VY nepio1 BariTHOCTI a00 TO{yBaHHs IPY/UIIO0 JIKYBaHHS MPENapaToM CiiJ IPOBOIUTH
TUIBKM 32 TpU3HAYeHHsAM Jikaps. OfHaK 1 B IbOMY pa3i HEOOXIIHO YHHUKaTH
3aCTOCYBAaHHS TpernapaTy Ha BEJMKUX IUITHKAX IIKIpY abo BIPOJOBXK TPHUBAJIOIO
nepiofy. JlocraTHix 10ka3iB Oe3Meku npenapaTy AJs )KIHKH y TIepioJl BariTHOCTI HEMae.

SK 1 3 IHIIMMH TITFOKOKOPTUKOCTEPOiTaMU MICIIEBOTO 3aCTOCYBaHHS, EnoxoM® cuiy
MPU3HAYATH BAriTHUM JKIHKaM TUIBKH y TOMY pa3si, SIKIIO MOTEHIIIiHA KOPHUCTh Bif
3aCTOCYBAHHS JUIsl MaTePi MEPEBUIIY€E OTCHIIIMHUI PU3KK JUTS TUIOJA.

Hesimomo, un Moke MICIIEBE 3aCTOCYBaHHS KOPTHKOCTEPOIIIB CIPUYMHATH 3HAYHY
CHUCTEMHY a0COpOI11it0, III0 YTBOPUTH KUIBKICTh MPEmapary, sika Moxe OyTH BUSBJICHA y

IPYAHOMY MOJIOLII. Enoxom® crig 3aCTOCOBYBATH Y MEPi0J] TOLYBAHHS TPYAIIO TUIBKU
TICIIsT PETENHbHOTO aHaJli3y CITiBBIIHOMIEHHS KOPHUCTI Ta PU3HKY. SIKIIO NpU3HAYaTH
TMKYBaHHS BEJIMKHMHU J103aMH a00 3aCTOCYBaHHS YIIPOJOBX TPHUBAIOTO TEPIOAY,
TOAYBaHHS TPYJUII0 HEOOXITHO MPUITUHUTH.

30amuicmo enausamu Ha WEUOKICMb peakyii npu KepyeanHi agmompancnopmom aoo
IHUUMU MEXAHIZMAMU.

He BcTanosieHa.

Cnocio 3acmocysanns ma 0o3u.

Ma3b Enokom® HaHOCHTH TOHKHM IIapoM HA ypaykeHi JUTAHKH wKipu | pas Ha 100y.

TpuBanicTe JIKyBaHHS BH3HAYA€ThCS TSDKKICTIO, TEpPeOIroM 3axBOPIOBAaHHA Ta
BU3HAYAETHCS 1HIWBITYTBHO.

BukopucranHs MiCIeBUX KOPTHKOCTEPOINiB [iTAM Ta Ha OOJMYYi HEOOXITHO
OOMEXHTH MIHIMAIBHOIO KUIBKICTIO MOPIBHSHO 3 €()eKTMBHUMH TEPareBTUYHUMHU
PEKUMaMH, TIPH IIbOMY TPUBAITICTH JIIKyBaHHs HE Ma€ TIEPEBUIILYBATH 5 JHIB.

Jimu.

JliTsM BIKOM BiJ 2 POKiB Ipenapar 3aCTOCOBYBATH JIMIIE 32 MPU3HAUYCHHSIM JIKapS.

UYepes Te, 1m0 y JAiTeld BETUYHMHA CITIBBIAHOIICHHS TUIOIII ITOBEPXHI 1 Mach Tija
OlpIa, HIX y JOPOCIHX, AITH OBII CXWJIBHI 10 PU3HMKY NMPUTHIYCHHS (QYHKIIi
rinoranamo-rinodizapHo-HaTHUPKOBO3AJIO3HOI CHUCTEMH Ta TMPOSBIB CHHAPOMY
Kymara npu 3actocyBaHHiI Oyib-SIKMX KOPTHKOCTEPOIIiB MiCIIEBOT [Iil, IKUI 3pOCTae
NpY HaHEeCeHH1 Ha TuioIi noHax 20 % moBepxHi Tina.

PexomeHy€eThCS 3aCTOCOBYBATH SIKHAMEHITY KiTBKICTh TIIFOKOKOPTHKOCTEPOIMiB,
HEOOXIHY i1 OTPUMaHHS TeparneBTUYHOro edekry, ocodyimBo y mited. Kypce
JMiKyBaHHA HE TIOBUHEH TMepeBHIIyBaTH S5 nHiB. JloBrorpuBane JiKyBaHHS
TITIOKOKOPTHUKOCTEPOIaMU MOXKE 3aTPUMYBATH 3PIiCT Ta PO3BUTOK AUTHHH.

besneunicTk 3aCcTOCYBaHHS Mpenapary Enokom®

HE BUBYAJach.
IcHytoTh nuIIe 0OMeXeHi 1aHi CTOCOBHO JIIKyBaHHS JIT€H BIKOM JI0 2 POKiB.
MowmeTa3oH He CHiJl 3aCTOCOBYBaTH MJIs JIKyBaHHS JAEPMATHUTY, CHPUYMHEHOTO
HOCIHHSIM MiJITY3KiB.

Ma3sp He cnmiJi 3aCTOCOBYBaTH IiJ OKIIIO31MHI TOB'SI3KH, SIKIIO TIIBKKA 1€ HE
MPU3HAYEHO JIIKapeM, a TAKOK HAHOCUTH Ha AUISHKY MiJ] MiATy3KH a0o TpycaMu, sKi
HE TPOMYCKAOTh BOJIOTY.

Ilepedosysanns.

JUTSM TPOTATOM Oiblie 6 THXKHIB



HanmipHe TpHBasie 3acTOCYBaHHS MICIIEBUX KOPTHUKOCTEPOINiB MOXKE MPUTHIUYBATH
¢byHKIII0  TinoTagaMo-TinodizapHo-HAJHUPKOBO3AIO3HOT  CHCTEMH, IO  MOXKE
NPOSIBUTHCSA y BTOPHHHIM HEIOCTATHOCTI HAJHUPKOBUX 3al03, sKa 3a3BUYAl €
00OPOTHOIO.

V pasi npurHiueHHs 1i€i CUCTeMU CIIiJ] 30UTBIINUTH 1HTEpPBaJl M)XK HAHECEHHSAMH a00
x 3actocyBaT [’ KC 3 MeHIII010 akTUBHICTIO a00 BIIMIHUTH Mpenapar.

BMicT crepoiny y KoXXHOMY KOHTEHHEp1 HaCTUIBKU MaJTUi, 110 y pa3i MaJIoOWMOBIPHOTO
BUIIaJIKOBOTO KOBTaHHS IMpernapaTy TOKCUYHUM edekT Oyne Maibke HEMOMITHUM abo
BIZICYTHIM.

Hobiuni peaxuii.

Hwxkue HaBeneHi mo6iuHI peakiiii, Opo sKI MNOBIIOMISIIOCS Yy 3BSI3KY 3

3aCTOCYBAaHHSAM Ipenapary Enoxom®, 3a cucremamu OpraHiB Ta 4acTOTOIO: JIyXKe
gacTo (>1/10); wacto (>1/100, <1/10); neuacto (>1/1000, <1/100); piako (=1/10000,
<1/1000); myxe piako (<1/10000); HEBiZOMO (HEMOKJIUBO OIIHUTU 32 HASIBHUMH
JTAHUMHU ).

Inghexyii ma ineasii: myxe pinko — GOIIKYJIIT; HEBIAOMO — 1HGEKII1, GypyHKYIH.

3 60Ky Hep6060i cucmemu: Tyx)e PiIKO — BITIYTTA MEUIHHS, HEB1OMO — IMapecTesii.
3 60Ky wKipu ma niOwKIipHOi K1IMKOSUHU. NyXKe PIAKO — CBEpOIX; HEBIJIOMO —
KOHTAKTHUH JEPMATUT, TIMOMIrMEHTAIllsl MIKIPH, TIIEPTpUx03, aTpodidyHi CMYyTH
IIKIpH, AEPMATUT aKHETOM10HUMA, aTpodis MKIpH.

3acanvHi nopywenns ma peakyii y micyi HaHeceHHs: HEBIIOMO — OUIb y MicIi
HaHECEHHsI, peakKIlii y MiCIli HAHECEHHSI.

3 6oxy opeanie 30py: HEB1JIOMO — HEUITKICTh 30PY (JIMB. TAaKOX po3ais1 «OcoOIMBOCTI
3aCTOCYBaHHSI»).

[IpomineHraikonb, L0 BXOAUTH JO CKIAQy I[penapary, MOXe CIPUYMHUTU
MOApa3HEHHS IIKIPH.

MicrieBi moGi4HI peakilii, Mpo sSKi HeYacTO MOBITOMIISIIOCS Y 3B'SI3KY 3 3aCTOCYBaHHIM
TOMIYHUX JIEPMATOJIOTTYHIX KOPTUKOCTEPOI/iB, BKIIIOUAIOTh: CYXIiCTh Ta MOJIPa3HEHHS
IIKIPH, IEPMATUT, TIEPIOPATLHUN JEPMATHT, MAllCPAIlii0 MIKIPH, 30UTBIIICHHS TUTOIII
ypaXKeHHS, TIOCUJICHHS MPOSBIB aJIePTii, EpUTEMY, CTPHI, MITHUITIO Ta TEJICAHTIeKTa3li,
ManyJb03Hi, MyCTYJIbO3H1 BUCUITAHHS Ta BIIUYTTS MOKOJFOBAHHS.

Tepmin npuoammnocmi. 3 poxu.

YMmoBH 30epiranusi.

30epiraté y HeIOCTYITHOMY ISl IITEH MicIll Tipy Temrepatypi He Butie 25 °C.
Ynakoska.

Ty6u mo 15 ra6o 30 r Ne 1 y kapToHHIH KOpOOIIi.

Kareropis Bixmycky. 3a perientom.

Bupoouuk.

[epinr-Ilnay Jlabo H.B., benbris/

Schering-Plough Labo NV, Belgium.

Micue3Haxo:keHHs1 BHUPOOHHKA Ta ajapeca Micls TIPOBAJKEHHSI #Oro
IiSJILHOCTI.

Ingycrpienapk 30, Xeticr-on-nen-bepr, 2220, benbris/

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



