KPATKA XAPAKTEPUCTUKA HA NMPOOYKTA

1. WiMe Ha nekapCTEEHMUS MPOJYKT WUHMCTEPCTBO BA SPABEONAIBAKHETO
i fipuAoenHE KR
ELOCOM® ointment paspelLese 2a ynorpetale \-93%5) 15 0.0k

ENOKOM mas 652/ 09. 05\0//M

2. KavecTBEH U KONMMYECTBEH CHLCTaB
EouH rpam ot ELOCOM mas chgbpxa 1 mg Mometasone furoate.

3. JiekapcTBeHa phopma
Mas.

4. KnuHKuyYHU JaHKn
4.1. TepaneBTMYHU NOKa3aHUA

ErokoM Ma3 e npegHasHadeH 3a nevyeHne Ha Bb3nanenne \ Cbpﬁe}:(a ripit ncopuasnc (¢
N3KnYeHWe Ha gucemiivpani ncopuaTiyin l'lJ'IaKVl) 1 aTonudveH AEPMaTuT.

4.2. flo3upoBKa ¥ HAYMH Ha npunoXxeHue

Bb3pacTHW, BKNIOYUTENHO RALMEHTU B HanpesHana Bb3pacT v feua

BenHbX OHEBHO BbpXY 3acerHaTuTe yyacTbLy OT KoXaTa ce HaHacs TbHbK croill oT
Elocom mas.

NoxanHoTO NpunoXeHne Ha KOpTMKOCTEpOMAW npn Aeula Tpsadsa Aa 6bhAe orpaHuyeHo
[i0 MUHUManHaTta eexTuBHa TepaneBTUHa 4032 KaT0 NPOABIPKWTENHOCTTa Ha eveHne
He TpsOBa Qa HaaBuInasa 5 AHW.

4.3. NpoTBONOKa3aHWS
Enoxom Mas e NpoTUBOMNoKasaH npu:

e [laumentn ¢ rosacea Ha nuueTo, acne vulgaris, nepuopaneH fepMaTwT,
fepWaHaneH unm nepureHnTaneH npyputyc, obpuen, 6GakrepuanHu (Hanp.
Impetigo), BupycHu (Hanp.. herpes simplex, herpes zoster, Bapuuena) 1 re6u4HN
(Hanp. Candida wnu pepmatocut) uHpekumn, Tybepkynosa, cucunuc unu
peakuuiy crep BakCUHUpaHe.

o [MauueHTy ¢ U3siBEHa CBPbLXYYBCTBUTENHOCT KbM mometasone furoate unu koM
ApYr KOpTUKOCTEPOUAMN.

4.4, Crielyasiiv NPOTMBONOKA3aHUSA U CrIeLManHu NpesynpexacHIUs 3a yroTpeta

AKO ce riosiBY BbananeHue N YyBcTBATENHOCT Npu ynotpeba Ha Enokom, npunaraHeTo
My TpsiBBa [a ce npeycTaHoBY W ia e 3aMeCTy C APYro NOAXOASILLO neyeHne.
Mpu passuTHe Ha uHpeKUMs, TpsibBa fa ce BKMIOYM NOAXOASW| aHTUrbOUYeH unn

aHTMbaKkTepuaneHd npenapat. AKO He HacTbin Obp3 onaronpyser ¢
KOPTUKOCTEpPOMAHOTO FieveHne Tpabea pga ce nNpeycraHoBu [o
MHekumaTa.

UecTo MOXe na ce Habnogasa nokanHa M cucTeMHa TOKCUHH(

r



CMBBKW WNW MPY MPUINOXEHNE Ha NoonveTuneHoBa NpeBpbaka. TpunoXXeHueTo B AETCKA
Bb3pacT 1  BbpPXy nuuUeTo TpaGea Aa ce orpaHuymM Ao He nosedye oT 5 gHu Ges ga ce
rnipuriara KOMMpecueHa npeepbaka. flpn Boudkn BbapacToBy rpynu Tpabea pa ce usdarsa
HEMpeKbCHaTOTO AbNTOTPaiHO NPUNoXeHne.

JlokanHoTO NpUNOXEeHNEe Ha KOPTMKOCTEPOMAN NPW NCOPMAasnc Kpue MHOXECTBO PUCKOBE,
BKMtouBaLy nosisa Ha rebound - edekT (echekT Ha OTHEMaHeTO) BCNeACTBME pasBUThe
Ha TormepaHc, pUcK OT TeHepanuaupaH nycTynoseH Ncopuasuc 1 passutue Ha noxanHa
WY CUCTEMHa TOKCWMYHOCT, Nopaay HapylueHa GapuepHa dyHKUMS Ha KoXaTa. 3aTosa
NPMNoXeHueTo Npyu ncopuasuc Tpsbea fa ce CuNBTCTEA ¢ HabniogeHne oT cTpaHa Ha
nekapsi.

Nokannute dopmu 3a npunoxeHne Ha Elocom He Cca npegHasHaueHw 3a
OhTanMONOrM4YHO MPUIIOoKEHNUES.

4.5, JlekapcTBeHN U SPYIA B3auMopeUcTBIS
He ce ctobuiasar.
4.6. BpeMeHHOCT ¥ KbpMeEHe

Bce olle HAMa [OCTaTbYHO UHOpMauus oTHOCHO BesonacHocTTa Mpy npunaraHe Ha
Elocom o speme Ha GpemeHHocT npy Xopa. JlokanHo npusioXkeHne Ha KopTuxocTeponau
Mo Bpeme Ha OpeMEHHOCT Mpu XMUBOTHW MOXe A2 NPuuuHK yBpeXfaHe Ha fnnofa,
BKMIOMMTENHO pasueneHo Heblie 1 BbTpeyTpobHo 3abaesHe Ha pacrexa. flopagu ToBa
61 MOFro Aa ce MPEeAnoNioNM, Ye NPUIOoNEHUETO No Bpeme Ha OpeMEeHHOCT npu Xopa
Moxe Aa bbae CbNpoBOAESHO Makap U ¢ MUHUManeH pUCK 3a NnoAa.

He e u3BecTHO fanu Npu JOKafHO MPUMNOXEHWEe Ha KOpPTUKOCTepowan € Hamuue
[ocTaThyHo HMBO Ha abcopbuua 3a cekpeTupaHeTo MM B KbpMarta.

Enokom TpsiGBa ga ce npunara npyu KbpMaukn Camo clief BHUMaTenHa npeueHka Ha
CBOTHOLUEHMETO NON3a/puck.

4.7. Echekt 81pXy cnocobHocTTa 3a wodmpake n paboTa ¢ MaltMHK
He ce chobuwaBar.
4.8, Hexerniauu NeKapcTBEHU peakuvu

flokanHy HeXernaHu NeKapcTBeHu peakuum npwv Tepanusa ¢ Enokom HabriopasaHn B
OTHEnHN cryuan ca: napectesusi, honukynuT, napeHe, cbpbex, MpaByukaHe, Wunexe,
aneprmyeH KOHTGKTEH [EPMaTuT, XWMomUIMEeHTaLus, Xuneptpuxosa, Brophika
uHbekLUs, NOsiBa Ha cTpuK, akHeudopMHa peakums 1 NpuskaLM Ha KoXHa arpodusi.
JioKkanunuTe HexenaHu feKapcTBeHU peakuun HabniogaBakn psgko npu ynotpebaTta Ha
ZIpyry KOPTUKOCTEPOMAW BKITIOYBAT: BbananeHue, nepuopaneH Aepmatit, Mauepauus Ha
KOXaTa ¥ Murnuapus.

feyata ca MO-MYBCTBUTENHM OT  Bb3pacTHUTE KbM  MPEAusBUKaEHOTO  OT
KopTeKocTepouauTe MOATACKaHe Ha  XunoTanamo-xunoduso-agpeHanHara oc U
cuHopoma Ha Cushing, mopagy MO-FONsIMOTO OTHOLIEHWE Ha KOXHAaTa ROBBPXHOCT
cnpsimo TeriecHusi obem. lpopgbmxuTenHaTa KopTekocTepoufHa Tepanus MOoXe Aa
MoBAMsiE pacTeXa U passuTUETo Ha feuara.

4.9, lMpepos3upane

He ce crobuasa.




5. ®apmaKonoruyHu CBOMUCTEA

5.1. @DapmakognHaMUYHU CBOMUCTBA

Mometasone furoate nposiBsiBa BUCOKA NPOTUBOBBLANANUTENHA U aHTU-NICOpUAsUcHa
aKTUBHOCT B CTAHAAPTHU eKCNEepUMEHTaNHW XXUBOTUHCKU MOZENN.

lMpu usnuTBaHe BBLPXY MUILKM [pwW fpunaraHe Ha  macno ot Croton tiglium,
TepaneBTU4HUAT edekT Ha mometasone e paBeH Ha eekta Ha betamethasone valerate

crnep efHOKpaTHO npunoXeHue, u okono 8 nbTW no-ethukaceH ot betamethasone
valeriate crief neTkpaTHO NpUroXexue.,

Mpu mopcku ceuHueTa, mometasone furoate e 6un okonc 2 MbLTW no-edukacen oT
betamethasone valerate npun pegyuupade Ha enuaepmarnHata akaHTo3a, nHRyupaHa ot
m. ovalis (T.€. aHTURCOpUasncHO felictene) cref 14 npunoxeHust.

5.2, ®apMakGKuHETUMHU CBOMUCTBA

dapmakoKMHETUYHU Mpoy4BaHuUs MoKasaxa, Ye cucremHata abcopbums npu NoKanHo
npusioxenue Ha mometasone furoate mas0,1% e MuHumanHa, npubnusutento 0,4% ot
npuioXeHaTa [o3a Mpu Xopa, KaTto No-fofsmara YacT OT KOSITO Ce eKckpetupa Ao 72
yaca crnen npunoxehnneto. OnpepensHeto Ha MetTabonutute He Gelse onpasBAaHO
FIOpagn MarnkuTe KonuuecTBa, NPUCHCTBALYW B MIiasMarTa 1 eKckpeTuTe.

5.3. [lpegknuHnynu faHHW 3a besonacHocT

Hama KnuHUYHOo-3HAYMMW JaHHW W3BBH CrioMeHaTUTe Beve no-rope..

6. DapmaueBTUYHN 0CODEHOCTHU

6.1. CnuckK Ha NOMOLLHUTE BellecTBa

hexylene glycol, phosphoric acid, propylene glycolstearate, white wax, white petrolatum,
purified water.

6.2. HeceBMecTMMOCT
He ca usBecThu.
6.3. Cpok Ha rogHOCT

3 roaunkn (36 mecela).

6.4. Cneumnanum ycsnoBmMs 3a CbXpaHeHue
Ia ce cbxpaHsisa npu TemnepaTypa rog 25°C.

6.5 lagHu 3a onakoBKaTa

15 n 30 g anymMmHMeEBW Tybu C Kanayka OT HUCKO-NABLTHOCTEH Momnu
naMuHaTHY TyOM C TANO OT BWCOKONALTHOCTEH MONMETUNEeH wu
NOMUIPONUAEH.



6.6. CneuviasiHn MHCTPYKLMK 32 yHoTpeba

Hama.

7. me 1 appec Ha npousBoauTens

SCHERING - PLOUGH Labo N.V,,

2220 Heist-op-den Berg,

Belgium

8. me 1 appec Ha NpUTeXaTens Ha pa3pelleHneTo 3a ynotpeba
Schering-Plough Europe

73 Rue de Stalle,

B-1180 Brussels

Belgium

9, Homep ¥ naTa Ha MHLPEO paspeeHue 3a ynoTpeda
9700328/04.08.1997T.

10. [laTa Ha nocriegHa peAaKUMUa Ha TEKCTa

HAnyapn 1996 r.




