KPATKA XAPAKTEPHUCTHKA HA TITPOAYKTA

1. HME HA JEKAPCTBEHBA ITPOAYKT

Esnoxom 0,1 % Ma3
Elocom 0,1 % ointment

2. KAYECTBEH H KOJIHMECTBEH CBhCTAB

W2MLAHWTENHA ATEHLWS NO NEKAPCTBATA

-------

18,080

Exun rpam Enokom mas ceaspika 1 mg MomerasoHoB dypoar (mometasone furoate).

3a TBJIHHA CIMCHK HA MOMOIIHHTE BEIECTBA BIKTE TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA

Mas

4. KIMHAYHA JAHHA

4.1 TepanerTAUHE HOKAIAHAS

Enoxom Ma3 € npeHa3HaueH 34 JISICHHE Ha BB3NATEHHETO H CHpOexa IPH NICOPHA3HC (C H3KMOYEHHE Ha

JHCEMHHHPaHH IICOPHATHYHH IUTAKH) H 8TOIHYEH JePMATHT.

4.2 [o3MpoBKA B HAYMH HA NPUICKeHHEe

BE3pacTHH, BKIIOYUTENIHO NAHCHTH B CTARPYCCKA BH3PAcT H AcLa

Beawsx IHEBHO RBPXY 33CErHATHTE YUACTHIH OT KOKATA Ce HaHACA THHEK cioit oT EnokoM ma3.

JlokannoTo NpHIcKeHHe Ha KOPTHKOCTEPORIM IPH JIELA WITH IIPHIIOKEHHETO BHPXY JIMLETO Tpabea 1a 6bae
OrpaHHYEHO 10 MHHHMAaJTHaTa e(DEKTHBHA TepaneBTHIHA 1032 KaTO MPOIB/DKHTENHOCTTA HA JISYEHHE He

TpabBa Na HAABMIABA 5 AHK,

4.3 IIporaBonoxaszanHs

EsokoM Ma3 € NpoTHBOTIOKA3aH [IPH MALMEHTH ¢ pO3aUes Ha JIHIETO, AKHE BYJIrapHc, KOXHA aTpodus,
NEPHOPANIEH JIEPMATHT, TIepHAHAJIEH WM TeHUTAIEH NIPYPHTYC, 00puBH o1 Gebelkn IeNeHH, HaKTepHATHH
(nanp. EMneTHTO, THONECPMa), BUPYCHH {HAamp. XepIec CHMIUIEKC, Xepiec 30cTep, BapHllena, OpajaBHIH,
OCTPH KOHTHIIOMH, MOJTyCKYM KOHTarHO3YM) Napa3HTHH W rebuynn (Hanp. candida unu nepmarodur)
Ha(eKIMH, Bapuiea, TyOepkynosa, cHuIAC WM peakiuu cliel BakciuHHpate. EnokoM He 1pabea aa ce
npuiiara BbpXy paHH WIH YALEpal|H 1o koxara. Enoxom He TpaOea na ce Npiyiara IpH NAUHEHTH C W3sSBEHA
CBPBXYYBCTBHTEHOCT KbM MOMETA30HOR Qypoar, KbM ApYTH KOPTHKOCTEPOMIH WIHM KM HAKOS OT

NOMOILHHTE BemecTBa, H3IGPOSHH B TOKA 6.1.

44 Coenaanss nNpeAyHpeKIcHHE H IPeANAIAE MEPKH IpH ynoTpeda

Axo ce nosBH Ipa3HeHe WM YyBCTBHTENHOCT NpH ynotpeba Ha Enokom, npunaranero My Tpadsa fia ce

NMpEYCTAHOBH H Ja CC 3aMCCTH ¢ ZpYro NoaxXonfamo JCUCHHe.

Tlpu paspuTHe Ha HHekiHsd, TpOBa Ia ce BKIOUH NOJXOIAI IIPOTHBOrBOHYCH HITH
TIPOAYKT. AKO He HacThm 6Bp3 OnaronpuaTed edekT, KOPTHKOCTEPOHAHOTO JICUCHHE

MPEYCTaHOBH N0 OBNajABaHe Ha HHGEKUMATA.




CucreMHata abcopGlins H8 KOPTMKOCTEPOMTH 33 TOKATHO PHIOKEHHE MOXKE Jia NPHIUHHA 00paTMO
MOTHCKAHe Ha GYHKIHATA Ha XHTIOTa/IaMo-Xuiodu3o-aapeHaitata (XXA) oc ¢ moTeHU#anHa
TIIOKOKOPTHKOHIHA HEIOCTATEYHOCT CJIE]] NPEyCTAHOBABaHE Ha ICYeHHETO. IIpK HAKOH MaLMeHTH N0 BpeMe
Ha JICYEHHETO CHIIO MOTAT 4 Ce NOABAT H IMPoABH Ha cHHApoMa Ha Cushing, XumepraukeMus H NIFOKO3YpHS
HIOpagH cHCTeMHaTa abcopOUHA Ha NOKAIHHTE KOpPTHKOCcTeporaH. TTalneHTH, NpHnara# TokalHH
CTEPOMM FHPXY MOMAMA KOXKHA MOBEPXHOCT MK BbPXY YYaCTHIH NOA OKTY3HBHA NPEBpPH3Ka, TpAOBa
NEePHOAWYHO Ja C& H3CIEABAT 32 NPH3HAIA Ha oTHekaHe Ha XXA oc.

Beska OT HexeNaHnTe peakliH, ChoOIIEHH Clel CUCTEMHO NPHIIOKEHHE HA KOPTHKOCTEPOUIH,
BKJIFOUHTEITHO 3JPEHAIHA HENOCTATHIHOCT, MOXE Ja CE TIOABH CHIIO H IPH ynoTpeba Ha TOKkaTHA
KOPTHKOCTEPOHIIH, OCOOCHO NPH KEpMaveTa H JeLa.

BH3MOXHO € NeIHATPHYHHTE MALMEHTH A2 Ca MO-NIOJATIMBH HA CHCTEMHA TOKCHYHOCT NPH eKBHBATIEHTHH
A03H, MOPaAH NO-TOIAMOTO CHOTHOIIEHHE KOXKHA NIOBBPXHOCT/TENECHO TerIo. Thil kaTo 6e30maCHOCTTa H
edHKacHOCTTa Ha ENOXOM pH NeIHATPHYHE NAIMEHTH oA 2 FORHHH HE C4 YCTAHOBEHH, HE Ce Ipenopbysa
TPHNOKEHHETO MY B Ta3H BB2PacToRA Tpyna.

YecTo Moxe ga ce Habmiofapa JIokanHa H CHCTEMHA TOKCHYHOCT, 0co6eHO el NPOARDKHTENHO
HETIPEKLCHATO NMPHIOHKEHHE PEPXY oMM YHAacTEK YBpeleHa KoxKa, B CrbEKH FIH [PH [IPHIIOKEHHE Ha
OKJIY3HBHA NpeBph3Ka. [IpHnokeHHeTo B JeTCKa BB3pacT HiIH BLPXY JHIETO TpaOra Aa ¢e OTpaHHYH A0 He
noBede ot 5 aHw, Ge3 Aa ce mpuaara OKNy3HBHA NpeBpbaka, [1pH BeHuKY BE3pacToBA rpynd Tpabsa aa ce
H30ATBa BPOB/DKHTETHO HETIPEKBCHATO IPHIIOKEHHE.,

JIOKaITHOTO MIPHIOMKEHHE Ha KOPTHKOCTEPOHAH IIPH IICOPHA3HC KPHe MHOXKECTBO PHCKOBE, BKIIKOYBAILIH
nosBa Ha rebound - edeKT BCICACTEHE PA3BHTHE HA TOMEPAHTHOCT, PHCK OT MEHEPANIH3HPAH MyCTYNO3CH
TICOPHA3UC ¥ PA3BHTHE Ha JIOKAIHA H/TH CHCTEMHA TOKCHYHOCT, NOpajy HapyineHa GapuepHa gyHKIHA Ha
KoXaTa. 3aToBa MPHJIOKEHHETO NpH Ncopualuc TpAGBa Aa ce CBITLTCTBA ¢ Hab/MoNeHHE OT CTpaHa Ha
neKaps.

KakTo npn BCHYKH MOIIHH NOKANHH MTIOKOKOPTHKOHAH, H30ATBaliTe BHE3AMHO NPSKECBAHE HA JIEYSHHETO.
IIpH ciMpaHe Ha MPOAB/DKHTENHO JEHEHHE ¢ MOIHY JIOKATHH NTIOKOKOPTHKOMIH MOXe J1a CE pasBHe
rebound ~ edreKT, H3paseH KaTo ASPMATHT CBC CHIHO 3a4¢pBABAHE, CMBJICHE 1 napede. ToBa Moxe 1a ce
wi0erae upes NOCTENSHHO CIMPaHe Ha JeYeHHEeTO, HATPUMED Jia ¢e NPOXWIKH ¢ MHTSPMITTEHTHO
NpHJIOKEHHE MPE/IH NPEYCTAHOBAEAHE HA JICYCHHETO.

[ OKOKOPTHKOMANTE MOTAT [ia POMEHST BHHIIHHA BHA HA HAKOH JIE3UH H TaKa J1a 3aTPYAHAT OCTABAHETO
Ha NPABKIHA [MATHO3A, KAKTO ¥ 1a 3a0aBaT 3apacTBAHETO WM.

Enoxom Ma3 chabpika NPOIIICHIIHKONOB CTEAPAT H MOXKE A IPHYMHH APa3HECHE HA KOXKaTa.

IlpopyxruTe 32 NoKanko Npanokenwe Enokom He ca npeaHA3HAYCHY 33 TPHIOKESHKE B OUMTE,
BKJIOYHTENIHO KIIENIAYHTE, TOPaJH MHOTC PeIKMA PHCK OT INIayKoMa WM CyOKancyiapHa KaTapakTa.

IIpu cHCTEMHO M TOKATHO NPWIOKEHHE (BIIFOYHTENHO HHTPAHA34JHO, HHXANATOPHO H BBTPSOYHO) HA
KOPTHKOCTEPOKH ¢2 BEIMONKHH CHOOHICHHA 34 3PHTEITHH CMYIMICHHA, AKO NPH MATMEHT Ca HAmHUE
CHMIITOMH KaTO 3aMbITIEHO 3peHHE WIH JAPYTH 3PATENHH CMYILEHHA, NAlHeHTsT Tp0Ba 1a b€ HACOUCH 33
KOHCYIITalkst ¢ OTANMOIIOT 34 OLIEHKA Ha FE3MOXKHHTE IPHYMHH 33 3PHTCIHA CMYIIEHHs, KOMTO MOTAT Ja
BKJIOYBAT KATAPAKTA, I71ayKOMa MK PekH 3a00/IBAHHA KaTo LIEHTPATHA CEPO3Ha XOPHOPETHHONATHS
(1ICX), 3a xouTo ce croObIMABA Clie] CHCTEMHO M JIOKAJIHO H3MONI3BaHe HA KOPTHKOCTEPOH/IH.

He ca nposexxJann Npoy4BaHHA 3a B3aUMOASHCTBIATA.



4.6 DBpemMemHOCT H KbpMeRe

Ilo Bpeme Ha OpeMeHHOCT H KbpMeHe JleyeHue ¢ EjiokoM Tpa6Ba aa ce npeanpHeMa camo Mo NeKApCKo
npearmcanye. Jlopu rorasa Tpabea na ce H30ArBa IPATOKEHHETC MY BBPXY I'OIeMH KOXHH NOBBPXHOCTH
HIH 32 IPOABIDKHTENEH Meproz oT BpeMe. Hama nocTarhuHO HHGOPMAIHS OTHOCHO €30TIaCHOCTTA IIPH
NpHjaraHe 1o Bpeme Ha GpeMeHHOCT npH Xopa. JIoKamHoTO APHACKESHHE HA KOPTHKOCTEPOHIH TIO BPEMeE Ha
GPEMEHHOCT NPH KHABOTHA MOXE 3 MPHYHHE YBPEKIAAHE Ha NOJA, BKIIOYHTENHO HENHATo Heble 1
BHTpeyTpoOHO 3a0ansme Ha pacTexa. Hama nposeaenH noaxoasmy ¥ 00pe KOHTPOJIHPAHH POy YBaHKA C
Enokom npu GpeMeHHM )eHH H 33TOBA He € H3BeCTeH PHCKBT OT TaKuBa edekTH 3a eryca. Brunpexu Tosa,
KAKTO MPH BCHYKH IIIOKOKCPTHKOHIH 34 JIOKATHC NPUIoKEHUe, TpAOBA J1a Ce B3eMe NOR BHHMaHHe
BE3MOKHOCTTA A2 Ob/ie FIOBIHAH 3apOJBITHHA PACTEXK BCIICACTRHE MPEMHHABAHETO HA TMIOKOKOPTHKOKHIHTE
npe3 wiageHTapHara 6aprepa. FTo 3ai0 ¢ B3MOKeH MHHHMAJIEH PHCK 34 TakuBa epeKTH Ipu maoaa. Kakro
H OCTAHANHTE JIOKAJTHH IMIIOKOKOPTHKOHAM, EnokoM Tpa6Ba ja ce u3non3Ba oT OpeMEHHH XEHH Camo B
ciTy4qait ve NOTEHIHANIHATA 110,132 ONPABAaBa BE3MOXKHHSA PHCK 3a MaHKaTa H IUIoa.

He e uzpecTHO HAITH JTOKATHOTO [IPHIOKCHHC HA KOpTHKOCTepOH,IIH GH MOTJIO 18 AOoBeAe IO JOCTAThYHA
cHcTeMHa a6copOius, KOSTO Aa NOREAE A0 AOTOBHMH HHMBA B KbpMarta. Enokom Tpabea aa ce npumara npu
KEPMEIIH XKCHH CaMo CJICO BHHMATENHA OICHKA HA CBOTHONIEHHETO IIOJ'[S&/pP[CR. Hpﬁ Ha3HaA4YaBaHe Ha
JeueHHe ¢ BHCOKH JO3H HIH NPH DPOARDKHTEITHO NPHIOKEHNE, KBPMEHETO TpsOBa 11a ce mpeycTaHOBH.

4.7 EdexTn BLpxy cnocofBocTTa 32 modapane H paboTa ¢ MAMHABE

HenpwioxamMo

4.8 Hexenann JexapcTBeHH PeaKIHH

Ta6muna 1: Hexenanu peaxiau, cbobmaBani npu neveHue ¢ Enokom,

10 CHCTEMO-OPTaHHH KJIACOBE H 9eCTOTa

Muoro gectu (>1/10); wectn (>1/100 no <1/10); neuectr (>1/1 000 a0 <1/100), peaxu (>1/10 000 oo
<1/1 000), Meoro peaku (<1/10 000), ¢ HeH3BecTHA YecTOTA (OT HAUIMYHHTE JaHHH HE MOXe /1a Obae

HANPABCHA OLCHKA)

CHCTeMO-0pTanen Kaac

Yecroma

Hexe/anA peaknsu

Hndexunn u C HemspectHa | Mindexums, dypyHKyn
mndecTanEn 4ecTOTA

Muoro peaku DonukymuT
Hapymensa Ha nepsHaTa | C HeHM3BECTHA Ilapecresss
cHECTEeMa 4eCTOTa

MHuoro peaxu TMapene

Hapymienns Ha KOXKATA H
NONKOKHATA THKAH

C HenzBecTHA

KOHTaKTeH [JepMATHT, XHIOIMI MEHTALMA Ha KOXKATa,

YeCcToTa XHTIEPTPHX03a, CTPHHE, akHeH(GOPMEH JepMaTHT, aTpodus
Ha KOKaTa
Muoro peaku Copbex

O6mu Hapymenns n
edeKTH HA MACTOTO
HA NPHJIOKEHNE

C Hem3BecTHa
YecToTa

Bonka n PeaKiii Ha MACTOTO Ha MPHIOXKCHHC

Hapymeans Ha 0URTE

C HeunsBecTHa
qecTOTa

3ambrieHo speHHe (BK. CoIO ToMKa 4. 4 mﬂ\ .
2R

Vv




JIoKANHH HeXeNlaHH TEKAPCTBEHH PEaKITHE, 38 KOMTO MMA HEYECTH ChOOIIECHMA PH YTIOTpe6aTa Ha JIOKATH#
JEePMATONOIHYHH KOPTHKOCTEPOHH, BKRIOYBAT: CYXa KO¥Ka, APa3HEHE, AEPMATHT, IEPHOPANIeH ACPMATHT,
MalepauHs Ha KOXKaTa, MoABa HA MHJITHYMH H TeCaHTHeKTa3HA.

BraMokHo € TMICAHATPHYIHHTE [IALIFCHTH Ja Ca NNO-NMOJATIHBH OT BRIPACTHHTES KbM NpeaH3BHKAHOTO OT
FIOKATTHH KOPTUKOCTEPOHIH TOTHCKAHE Ha XHIOTATAMO-XHTIo(H30-apeHantara o¢ ¥ cusapoma Ha Cushing,
FIOPaJH MO-TOMAMOTO CHOTHOIIEHHE KOXHa TOBBpXHOCT/TenecHo Tero. [IpoxwwkureHaTa
KOPTHKOCTEPOHM/IHA Tepariia MOKe /1a TIOR/IMAE pacTexka H Pa3BHTHETO Ha Jierara.

CrobmapaHe Ha NONO3IWPAHH HEKENAHH PEAKLHA
Cro6maBaseTo Ha ITOZIO3MPAHH HEXEIAHH PEaKLMK ClIeH paspeinaBaHe 3a yrioTpeta Ha JIeKapCTBEeHMsS

NPOAYKT € BaxkHo. TOBA IMO3BONIABA 12 APOTB/DKA HAOMIOASHHETO HA CHOTHOLEHHETO MON3A/PHCK 38
nexapcTeHuA npoAykT. OT MEIHIMHCKHTE CTICIMATACTH CE H3HCKBA JIa cho0nIaBaT BCAKA NOJO3HPaHa
HEXEJIaHa peakups Jpes V3MbIHHTEHA AreHIMA [0 IEKapeTBara, YiL. ,.Jlaman ['pyes” Ne 8, 1303 Codus,
Ten.: +359 2 8903417, yebeaiit: www.bda.bg.

4.9 Ilpemosnpane
IIpexoMepHata 1 NPOABLKMTENHA YIoTpea Ha AOKAIHH KOPTHKOCTCPOHAH MOXKe Ia TIOTHCHE XUIOTANaMO-
xunoduzo-anpeHanHaTa GYHKUHS ¥ 1a JOBee A0 BTOpHYHa HaxOLOpeuHa HelocTaATHUHOCT, KOATO

0OHKHOBEHO ¢ 0OpaTHMa.

IMpy npr3Haiw Ha MOTHCKaHe HA XX Aoc TpAGRa Ja ce HANPABH ONHT A2 Ce CIpe JCUeHHETO, Aa CC HaMaly
9eCTOoTaTa Ha NIPHAOMKKEHAC HWITH JIEXapCcTBOTO Ja C& 3aMECTH © no-cnabo neﬁc'mam CTCPOHA.

06[[[0’[‘0 CBHBPKAHME Ha CTSPOIHAH BBE BCAKA OMNAKOBKA € JOCTATHYHO HHCKO, 38 A4 HMA HHCBK WIH Ja HAMA
HHKAKBB TOKCHYEH eeKT NPH CaydaiiHO NOTIThIIAHe Npe3 YCTaTa.

5. ©®APMAKOJOTHYHH CBOMCTBA

5.1 <PapmaxosHHEAMHYEH CBOHCTBA
PapmakoTepaneBTHIHA IPyHa: MOIHH KopTukocTeponaH (rpyna 1), ATC koa: DO7AC 13

MowmeTa3oHoBHAT $ypoaT NpogBARa BHCOKA MPOTHBORB3NANHTEHA H AHTHIICOPHA3HCHA AKTHBHOCT B
CTaH/\APTHH €KCIIEPHMEHTATHHA XHBOTHHCKH MOKEIH.

Ipn m3nuTRaHe BHPXY MUIIKH NPH NpHIaraHe Ha Macno oT Croton tiglium, TepaneBTHIHUAT edexT Ha
MOMETA30H € paBeH Ha edekTa Ha GeTAMETa30HOB BanepaT clie] eAHOKPATHO [IPHIIOKEHHE, H OKONIO & HbTH
no-euxaced ot GeTaMeTa30HOB Bajiepar clie]] MeTKPaTHO NPIOKEHHE.

Ipr Mopcku cBHAYETA, MOMETa30H & GHJI 0KOJIO 2 ITHTH Ho-edHKaceH 0T GeTaMeTa30HOB BajlepaT NpH
pefyLMpaHe Ha eMHAepMANHATA AKAHTO3a, HHYLMpaHa ot M. ovalis (T.e. RHTHIICOPHA3HCHO JieHCTBHE) crel
14 npunoAeHnA.

52 ®@apMakoKHHETHYHH CBOHCTBA

QapMakOKHHETHYHH NTPOYHBAHAA MOKA3BaT, Ue CHCTEMHATa abCopOLHA TPH JIOKATHO [IPHIIOKSHHE Ha
MoMeTtazoHos ¢ypoart 0,1 % Ma3 e MunsManHa, nputiausurenHo 0,4 % oT MpHIcKeHaTa 1034
KaTO MO-TOJIAMATA YacT OT HeA C& eKCKpeTHpa A0 72 4aca clie npHiIokeHHeTo. Onpeng;
MeTaboIUTHTE He € IO Fh3MOXKHO TIOPaTH MAITKHTE KOJTHYECTRA, MPHCHCTBANTH B




5.3 IlpeaxnEunuvHE JaHHH 32 Ge30MacHOCT

HaMa KAHHHYHO 3HATHMH NpeIKIHHHYHHA JAHHH H3BBH CTIOMEHATHTE BEYE IHO-TOPE.

6. OAPMANIEBTHYHA JAHHHA
6.1 CHECLK Ha DOMOIRHHTE BEIIECTRA
XEKCHASHTIHKOTT

docdopHa KHCETHHA

TIPONHIICHTITHKOIOB CTeapaT

641 BazeHy

mHeneH BOChK, Osn

npeyucTeda BOKA

6.2 HecnLBMeCTHMOCTH

Henpanosxmmo

6.3 Cpox ma reasoct

36 mecenia
Cpok Ha roHOCT crex oTBapaHe: 1 Mecel.

6.4 ChnenrajHE YCJI0BHE HA ChXpaHEeHHE
Jla ce cexpansBa nop 25°C.
6.5 Baa R ceIbLpKaHEE HA OHAKOBKATA

15 1 30 g anyMuuBeBH TYOH ¢ KaNavyka OT HUCKOIUTHTHOCTEH TIOTHETHIIEH WIH NaMAHATHH TYOH ¢ TAIO OT
BHCOKOILTETHOCTEH NTOJIMETHIIEH ¥ KANTAyKa OT DOTHNPOTHIEH,

He BcHYKH BHIOBE OMAKOBKH MOraT Aa 6b1aT MycHAaTH B mpoaaxo0a.
6.6 Cnensaiur npeAnalHH MEPKHE NPH HIXBHPJAHEE B pabora

Hama coenpansus H3HCKBaHHS.,

7. NPHTEXATEJI HA PASPEINEHUETO 3A YIIOTPEBA

N.V. Organon
Kloosterstraat 6
5349 AB Oss
Hsunepnaupgia

8. HOMEP(A) HBA PASPEHIEHHWETO 3A YIIOTPEBA

Perucrpatmonen Ne 9700329

9. JATA HA IIBLPBO PA3ZPEIIABAHE/MIOAHOBSABAHE HA PA3PEIIE
YIHOTPEBA




Jara Ha mepBo paspeuaaHe: 13 10mm 2004 r.
Jlara va nocnemno noguosasane: 30 ronm 2009 1.

10. JATA HA AKTYAJIHM3HAPAHE HA TEKCTA




