IHCTPYKUIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JiKApPCHKOIo0 3ac00y

Enokom®
(Elocom®)

Cknao:

ditoua peuosuna: mometasone furoate;

1 r kpeMy MICTUTh MOMeTa30Hy (pypoaty 1 mr;

OONOMIICHI peuosuHu: TEeKCUIEHIJIKOIb, BOJA OYMIIEHa, KHuciaoTa QochopHa
KOHIIGHTPOBaHa, TifporeHizoBanuil gocoruamnnxoinin, turany giokeun (E 171),
aJIFOMIHI€BA C1JIb OKTEHUICYKIIMHATY KPOXMaJIto, BicK O1uil, napadin Outnid M'sKuii.
Jlikapcbka ¢gopma. Kpewm.

OcnosHi ¢hizuxo-ximiuni énacmusocmi. 6110ro abo Maiike O1I0r0 KOJIbOpY M’ SKOT
KOHCHCTEHIII OTHOPIHUNA KpeM, 6€3 CTOPOHHIX BKIIIOYEHb.
®apmakoTepaneBTH4Ha rpyna. Koprtukoctepoinu ans 3acTOCyBaHHS Y

JIepMaTOJIOT 1.

Kog ATX DO7A C13.

Dapmaxono2iyni enacmueocmi.

DapmakoouHamika.

MowmeTtazony (Gypoar — CHHTETHUYHHN TIFOKOKOPTUKOCTEPOIA MJisi MiCLEBOTO

3aCTOCYBaHHS 3 NPOTH3ANAIbHUM, IPOTUCBEPODKHUM Ta aAHTUEKCYIATHUBHUM
edeKTamu.

Dapmaxoxinemuxa.

dapMaKOKIHeTUYHI JOCIIIIKEHHS TOKa3aJIH, 1110 CUCTEMHa abcopOLLis Mics MiCLIEBOTO
HaHeCeHHs MomeTa3oHy ¢ypoary 0,1 % € wmiHiManbHOIO; mpubmusHo 0,4 %
3aCTOCOBAHOI JJ03U BUBOAUTHCS 3 OPraHi3My YHPOJOBXK 72 TOJIUH IICIS HAHECEHHS.
BcranoBut xapaktep MeTabOMITIB OyJI0 MPAKTUYHO HEMOKIMBO 4epe3 HEBEIUKY
KUTbKICTh, IPUCYTHIO Y IJ1a3Mi KPOBI Ta BUIUICHHSIX.

Kuiniuni XapakTepucTHKH.

Ilokazannsa.

3ananbHI  SBUINA 1 CBepODK MpH  JepMmaro3ax, IO MiJTAIOThCS — Tepamii
KOPTHKOCTEPOiJaMu, Y TOMY YMCIIi Ticopia3 (KpiM MOLIMPEHOTo OJISAIIKOBOIO Iicopiasy)
Ta aTOMIYHUNA IEPMATHUT, Y TOPOCTHX 1 JiTel BIKOM Bi 2 POKIB.

IIpomunokaszanna.

Enoxom® NPOTUIIOKA3aHW TIpU po3area, akKHe ByJbrapic, arpodii mKipu,
nepiopabHOMY JE€pMaTHUTI, TIepiaHAIbHOMY Ta Te€HITATbHOMY CBEpPOEXKi, MiATy3KOBUX
BHUCHUIIAHHSX, OaKTepiabHUX (HAPUKIIA]T IMIIETUTO, TIIOJIEPMIT), BIpyCHHX (HApUKIIa
repriec MpOCTUH, TepIIeC ONepi3yBaATbHUN Ta BITPsIHA BICIIA, MPOCTI OOPOAABKH, TOCTP1
KOHMJIOMH, KOHTArl03HHIA MOJTIOCK ), TAPa3UTHUX Ta TPUOKOBUX (HAIIPHUKIIA]] KaH I
a6o nepmatodir) iHPEKIAX, TyOepKYIh031, CH(LTICi 800 MOCTBAKITUHAILHUX PEAKITISX.

Enoxom® ne crix 3aCTOCOBYBATH Ha paHax ab0 Ha BKpUTIH BUpa3kamu 1ikipi. [Ipemapat
MPOTHUIIOKA3aHUH MAI[iEHTaM 3 IMiJBUILEHOO Yy TIUBICTIO 10 OYIb-5IKOTO 3 KOMIIOHEHTIB
npenapary ado /10 IHIIUX TITIOKOKOPTUKOCTEPOI/IiB.

B3aemooia 3 inwumu aikapcokumu 3acodamu ma inuwii 6uOu 63aEMo0iil.

He BcTanosieHa.



Ocobueocmi 3acmocyeanns.
V pa3i BUHUKHEHHS OAApa3HeHb a00 CeHCHOLTI3aIli1, HEOOX1THO MPUMUHUTH JTIKyBaHHS

perapaTomMm Enoxom® Ta pO3MOYaTH BiJIIOBIIHE JIIKYBaHHSI.
VY pa3i po3BUTKY CymyTHBOI 1H(MEKIIIT MIKIpH HEOOX1THO 3aCTOCOBYBATH BIATIOBITHUI
MIPOTUTPUOKOBHIA a00 aHTHOAKTEPiaTBHHI Mpenapart. SKIo IpoTsIroM KOPOTKOTO Yacy

HE BJIA€THCS JIOCSATTH TO3UTUBHOI JWHAMIKH, 3aCTOCYBAaHHS KpeMy EnoxoM® crin
NPUIMHUTY, TIOKU 1H(EKIisT He Oy/ie MOBHICTIO yCyHEHa.
CuctemHa abcopOrist MpU MiCIIEBOMY 3aCTOCYBaHHI Pi3HUX IIIOKOKOPTUKOCTEPOI/IiB
('KC) ™oxe cropuyuHATH OOOpPOTHE TPUTHIYEHHA (YHKLII —Trirmoraixamo-
rino¢izapHo-HaJHUPHUKOBO-3aJI03HOT CUCTEMHU 3 MO>KJIUBOIO
TJIIOKOKOPTUKOCTEPOIAHOI HEAOCTATHICTIO TMICHs TPUIUHEHHS JIKyBaHHS. Y
JESIKMX TMAI[iEHTIB MOXKYTh BUHMKATH MPOsiBU cuHApoMy KymmHra, rinepriiikemis i
TIIIOKO3YPisl.
[TarieHTiB, SIKi 3aCTOCOBYIOTh MICIIEBHIA CTEPOi/] HAa BEIMKUX JAUISHKAX MIKipK a0o 13
BUKOPUCTAHHSAM OKJIIO31HHHUX IMOB'SI30K, CIIiJ EPIOTUYHO NEepeBIPITH HA HASBHICTD
NpUrHiYeHHs QYHKLIT rinoTanamMo-TinodizapHo-HaJHUPHUKOBO3AI03HOI CUCTEMH.
Taky mepeBipky MOXHa BHKOHATH MNUISIXOM TpoBeneHHs Tecty 3 AKTI-
CTUMYJISILIIEI0, BUMIPIOBAaHHS PAaHKOBOTO BMICTY KOPTH30JIy y IJIa3Mi KpOBi Ta B
HIINX CepeIOBUIIIAX, OKPIM CeHi.
Bynp-siki 1moOiuHi egeKTH, 110 BHHUKAIOTh TIPU 3aCTOCYBAaHHI CHCTEMHHUX
KOPTUKOCTEPOiiB, BKIIOYAIOUM MPHUTHIYEHHS (QYHKIIT KOPH HAJHUPKOBUX 3aJl03,
MOXYTh BiJI3HAYaTHUCS 1 MPU MICLIEBOMY 3aCTOCYBaHHI TNIFOKOKOPTHKOCTEPOIMiB,
0COOJIMBO Y HEMOBIIAT Ta JIITEH.
JliTsM, a TakoX Ha OOMMYYSl OKIIO3iF0 HE CIiJ 3actocoByBaTu. CliJi YHUKATH
MOTPATUISTHHS 1 KpEMY Ha CITU30Bi 000JIOHKH.
Tomiyni crepoiagn MOXyTh OyTH HEOE3MEUHMMHM y BHIAJAKaxX Icopiasy 3 Oararbox
NPUYMH, BKIIOYAIOYM  PEUUIUBH  MICJIS  PO3BUTKY  TOJIEPAHTHOCTI, PHU3HK
reHepasli30oBaHOTr0 MYCTYJILO3HOTO ICOpia3y Ta PO3BUTOK JIOKATBHOI a00 CHCTEMHOI
TOKCHYHOCTI 4epe3 mocnabieHy Oap'epHy (yHKIiO MKipu. Y pasi 3aCTOCYBaHHS
npernapary Opu Tcopiasi JIyXe BaXIMBO 3HIHCHIOBATH pPETENbHUN HArisia 3a
Malie€HTaMH.
[Ipu panToBOMY MNpPUIIMHEHHI TPUBAIOTO JIKYBAaHHS MOXE PO3BHHYTHCA €(EKT
MOBEPHEHHS! CHMITOMIB y BHIVIS/AI JEPMATHTY 3 IHTCHCHBHUM IIOYEPBOHIHHSAM,
MOJIpa3HEHHsIM Ta MEYiHHAM. 3amo0irTH I[bOMY MOKE MOBUIbHA BiJIMiHA Ipernapary,
HAIpPUKJIIAJ, JTIKyBaHHS 3 IepepBaMu, a J0 MOBHOTO MPUITUHEHHSL.
['TIOKOKOPTHUKOINM MOXYTh 3MIHIOBATH O3HAKH JEIKUX YPaXXEHb Ta YCKJIAJHIOBATH
BU3HAYCHHS Bi/IMOBITHOTO JIIarHO3Y, IO TAKOXK Oy/Ie 3aTPUMYyBATH Oy KAHHSI.

[penapar Enokom®  me NpU3HAYCHUH Ui O(TaTbMOJIOTIYHOTO 3aCTOCYBaHHH,
BKJIFOUQIOUW HAHECEHHsI Ha MOBiKK. He MOKHA IOy CKaTH MoTaIaHHs Mpenapary B O4i.
[Ipu 3acTrocyBaHHI KOPTHKOCTEPOIIiB CHUCTEMHOI Ta MICIEBOI Mii (BKIIOYAOYH
IHTpaHa3aJbHe, IHTASIIHHE Ta BHYTPIIIHHOOYHE BBEICHHS) MOXKYTh BHHUKHYTH
MOPYIIEHHS 30py. SKIO BUHUKAIOTh TaKi CUMIITOMH, SIK HEYITKICTh 30py a0 iHIIi
MOPYIIEHHS 30pY, MAIIEHTY CIIiJ TPOUTH OOCTEKEHHS y OPTAIBMOJIOTA JIJISl OI[IHKH
MOJKJIMBHX TIPUYHH TOPYIICHHS 30Dy, SIKi MOXYTh BKIIOYAaTH KaTapakTy, TIaAyKOMY
ab0 Takl piJKICHI 3aXBOPIOBaHHS, K LIEHTPaJIbHA CEPO3HA XOPIOPETUHOMATIS, TIPO
II0 MOBIIOMJISIIIOCS TICHsI 3aCTOCYBaHHSI KOPTHKOCTEPOINiB CHCTEMHOI Ta MiCIIEBOT
Tii.



3acmocysanns y nepioo eazimuocmi abo 200y8anHs 2pyooro.

ITix yac BariTHOCTI a00 roJyBaHHS IPYJUIIO JIKYBaHHS MpenapaToM CIiJl MPOBOJUTH
TUIBKM 32 TpU3HAYeHHsAM Jikaps. OfHaK 1 B IbOMY pa3i HEOOXIIHO YHHUKAaTH
3aCTOCYBAaHHS KpeMy Ha BEIMKUX AUTIHKAX MIKipy a00 BIPOJIOBK TPUBAJIOTO MEPIOLY.
JlocTaTHIX J10Ka3iB Oe3Meku mpernapary Ui KIHKW y MepioJl BariTHOCTI Hemae. Sk 1 3

IHIIMMHA ~ TJITFOKOKOPTUKOCTEPOiITaMU  MICIIEBOTO  3aCTOCYBaHHS, Enoxom®  crin
MpU3HAYATH BAriTHUM JKIHKaM TUIBKH y TOMY pa3si, SIKIIO MOTEHIIiHA KOPHUCTh Bif
3aCTOCYBAHHS JUIsl MaTePi MEPEBHIIY€E OTCHIIIMHUI PU3KK JUTS TUIOJIA.

Hesimomo, 4 Moke MICIIEBE 3aCTOCYBaHHS KOPTHUKOCTEPOIIIB CIPUYMHATH 3HAYHY
CHUCTEMHY a0CcOpOI11it0, III0 YTBOPUTH KUIBKICTh MPEmapary, sika Moxe OyTH BUSIBJICHA y

IPYAHOMY MOJIOLII. Enoxom® crig 3aCTOCOBYBATH Y NEPi0J] TOLYyBAHHS TPYAIIO TUIBKU
TICIIst PETENTFHOTO aHAMi3y CITiBBIIHOIIEHHS KOPUCTI Ta pU3HKY. SIKIIO MPH3HAYAETHCS
TMKYBaHHS BEJIMKHMHU J103aMH a00 3aCTOCYBaHHS YIIPOJOBX TPHUBAIOTO TEPIOAY,
TOAYBaHHS TPYJUII0 HEOOXITHO MPUITUHUTH.

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

He BcTanosieHa.

Cnocio 3acmocysanns ma 0o3u.

Kpem Enoxom® nanocutu Torxum IIapoM Ha ypakeH1 AUTSHKY mKipu 1 pa3 Ha 100y.
TpuBanicTh JIKyBaHHS BH3HAUYAEThCS TSKKICTIO, TEpeOIroM 3axXxBOPIOBAaHHS Ta
BHU3HAYAETHCS 1HAMBITYaIbHO.

BukopuctaHHs MICIIEBUX KOPTHUKOCTEPOiMiB  TITAM Ta Ha OOIMYYl HEOOXITHO
OOMEXHUTH MIHIMAJIBHOIO KUIBKICTIO TOPIBHSHO 3 €()EeKTHBHUMH TEpParieBTUYHUMU
pEeKUMaMH, IPH LIbOMY TPUBAJIICTH JIIKYBaHHS HE Ma€ MEPEBUILLYBATH S5 THIB.

Iimu.

JliTsiM BiKOM BiJl 2 POKIB MpernapaT 3aCTOCOBYBATH JIMIIIE 33 MPU3HAYCHHSIM JIIKapsl.
Uepes Te, mo y aiTeld BEJIMYMHA CITIBBIIHOIICHHS IUIOMNII IMOBEPXHI 1 MacH Tina
OubIIe, HIX Y JAOPOCIHX, MITH OLIBIN CXWJIbHI JO PHU3UKY MPUTHIYCHHS (QYHKITIT
rinotajaMo-rinodizapHo-HaJHUPKOBO3AIO3HOT CHUCTEMH Ta TIPOSBIB  CHHAPOMY
Kymmara npu 3actocyBanHi Oyab-IKHX KOPTUKOCTEPOIIiB MICIIEBOT JIii, IKUI 3pOCTaE
MIpY HaHECEeHHI Ha 1o moHaa 20 % moBepXHi Tija.

PexoMeHyeThCSl 3aCTOCOBYBATH SIKHAWMEHIILY KIJIbKICTh TJIFOKOKOPTHKOCTEPOiiB,
HEOOXIIHY JUIsi OTPUMAaHHS TEPANeBTUYHOTO edeKkTy, ocodnauBo y miteit. Kypc
JiKyBaHHS He T[OBMHEH TMepeBUIyBaTd S5 JHIB. JloBrorpusane JiKyBaHHS
TIIIOKOKOPTUKOCTEPOiTaMU MOKE 3aTPUMYBATH 3pICT Ta PO3BUTOK TUTUHHU.

BesneunicTe 3acTocyBaHHA Ipenapary Enoxom® y IiTeH MPOTATOM OiJIbINe 6 THKHIB
HE BHBYAJIACH.

IcHy1OTH NTHUIIIE OOMEXKEH] TaH1 CTOCOBHO JIIKYBaHHS JIITEH BIKOM 10 2 POKiB.
MomMmeTa30oH HE Ciij 3acTOCOBYBATH ISl JIIKYBaHHS JIEPMATHTYy, CIPUYMHEHOTO
HOCIHHSIM ITiIT'y3HUKIB.

Kpem He cmix 3acTocoBYBaTH IIiJi OKJIFO3iMHI TIOB'S3KH, SKIOIO TUTBKHA 1€ HE
MPU3HAYCHO JIIKapeM, a TAKOXX HAHOCUTH Ha JAUISHKY ITiJ] MiAry3HUKH a00 TPyCH, SKi
HE MPOITyCKAIOTh BOJIOTY.

Ilepeoosysannas.

HanmipHe TprBaie 3acTOCYBaHHSI MICIIEBUX KOPTHKOCTEPOIIiB MOXKE MPUTHIYYBATH
¢byHKIiI0  TinoTamaMo-rinodizapHO-HaJHUPKOBO3ATO3HOT  CHCTEMH, IO  MOXE



NPOSIBUTHCSA y BTOPHHHIM HEJOCTATHOCTI HAJHUPKOBUX 3ai03, sKa 3a3BHYal €
00OPOTHOIO.

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

BMicT crepoiny y KoKHOMY KOHTEHHEp1 HaCTUIBKU MaJTUi, 110 y pa3i MaJIoWMOBIPHOTO
BUIIAJIKOBOTO KOBTaHHS MpernapaTy TOKCUYHUM edeKT Oyne Maibke HEMOMITHUM abo
BIZICYTHIM.

Hobiuni peaxuii.

Hwxue HaBeneHi moOiuHI 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, PypyHKYIH.

3 60Ky Heps06oi cucmemu: AyxKe PiIKo — BIIUYTTS MEUIHHS, HEBIJIOMO — IapecTesii.
3 60Ky wKipu ma niOwKIipHOi KIiMKOSUHU. NyXKe PIAKO — CBEpOIX; HEBIJAOMO —
KOHTAKTHUH JI€PMATUT, TIMOMIrMEHTAIllsl MIKIPH, TINEPTPpUx03, aTpodidyHi CMYyTH
IIKIpH, AEPMATUT aKHETOM10HUM, aTpodis MKIpH.

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

3 6oxy opeanie 30py: HEB1JIOMO — HEUITKICTh 30PY (JIMB. TAaKOX po3ai1 «OcoOIMBOCTI
3aCTOCYBaHHSI»).

MicrieBi mo0i4Hi1 peakiiii, o K1 HEYaCTO MOBIOMIISIIOCS ITPH 3aCTOCYBaHHI TOMIYHUX
JIEPMaTOJIOTIYHUX KOPTHUKOCTEPOI/IiB, BKIIOYAIOTh: CyXICTh Ta TMOJPa3HEHHs IIKIPH,
JIEpMaTUT, TepIOpAIbHUN JepMaTUT, Malepalilo IIKIpU, CTPUi, 3aroCTPEHHS
3aXBOPIOBAHHS, €pUTEMY, MITHUIIO Ta TEJCAHTIEKTa3li, MamyJibo3Hi, MyCTYJIbO3HI
BHCHIIaHHS Ta BIIYYTTS MOKOJIIOBAHHSI.

Tepmin npuoammnocmi. 2 poxu.

YmoBH 30epiranusi.

30epiraté y HeIOCTYITHOMY JUIsl IITEH Miclll ipy Temrepatypi He Buiie 25 °C.
Ynakoska.

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

Kareropis Bixmycky. 3a perientom.

Bupoouuk.

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

Schering-Plough Labo NV, Belgium.

Micue3Haxo:keHHs1 BHPOOHHKA Ta ajapeca Micls TIPOBAJKEHHS #Oro
IiSJILHOCTI.

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

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



