KPATKA XAPAKTEPHCTHKA HA ITIPOAYKTA

U3NLAHWKTENHA 7 "EHLWA NO NEKAPCTBAYA
1. HME HA JEKAPCTBEHAS MPOAYKT KpamKa XBpaKmepucmuKa Ha npogyma - lpusoxerius 1
2., DADODLEB
EJIOKOM O’l % KpeM Kbut Pog. Nt ...ccosesnennc '
Elocom 0,1 % cream o DG (a0 AT 204
P 01 03, 20

LOPOAOMIE D s sssssrrcsasmee
2. KAYECTBEH H KOJIMYECTBEH CHCTAB

Enun rpam Enokom kpeM caaepika 1 mg MoMeTasonoB dypoar (mometasone furoate),

3a IFRIHEA CHCEK HA IOMOIIHHTE BEIIECTBA BHXKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

Kpem

4. KJHMHHYHHA IAHHH
4.1 TepanepTHUHH HOKazaHuA

Enoxom kpeM € npefiHazHaqeH 3a JicdeHHE Ha BB3ManeHHeTo M crpOerka MpH ncopHaste (C U3KIOYEHAE Ha
JHCEMHHHPZHH NCOPHATHYHH IUTAKH) H aTOTIHYEH JePMAaTHT.

4.2 To3upopKa H HAYHE HA NPR/IOKEHHAE

Bb3pacTHy, BKIIOYHTERHO NALMEHTH B CTAPYECKA BE3PACT M Jiena
Bemrsax MHEBHO BBPXY 3aCETHATHTE YYACTHIM OT KOXKaTa c¢ HaHACA THHBK ci1oii or EaokoM xpem.

JloxanuoTo npunokeHne Ha KOPTHKOCTEPOHIH TIPH Jelia HiIH IPIIOKEHHEeTo BhpXY JTHIeTO TpAbBa Ja 6bae
OTPaHHYEHO JO MMHHMANHATE e)eKTHBHA TEPANEBTHIHA 032, KaTO NPOARDKHTEIHOCTTA Ha JICUCHHE He
TpaOBa /1a HaJIBHIIABA 5 JIHH.

4.3 IIporusonokaizanmsn

EnoxoM kpeM € NpOTHBONOKa3aH NpPH MAHEHTH C PO3alles Ha JHLETO, aKHE BYATApHC, KOXKHA aTpodHs,
NEPHOPANICH ACPMATHT, NIEPHAHAJICH WITH F'CHHTANICH IPYPHTYC, 0OpHBH OT Gebemiky neneHy, SakTepHaIHH
(HAIIp. HMTIETHIO, MHOAEPMA), BUPYCHH (HaMp. Xeprec CHMILIEKS, XEPIEC 30CTep, BapHiena, GpaTaBuim,
OCTPH KOHTHJIOMH, MOJTYCKYM KOHTarno3yM ), Iapasuthy u reGuann (Hanp. Candida wnu aepmatodur)
HH(eKIMH, BapHIIena, TYOepKyn03a, CAQIIHC HIIH peakild cJie bakcuaupane. EnokoM we TpaGBa na ce
TIpHiara BepXY PaHH HWIH yALepauyH no koxara. Enokom He Tpafsa fa ce IpHnara pH MAlMEHTH ¢ H3SBEHA
CBPBXYYBCTBHTEIHOCT KbM MOMETa30HOB (ypoaT, KbM APYTH KOPTHKOCTEPOHAN WIH KbM HAKOE OT
MOMOIIHHTE BellecTBa, 20poenH B Todka 6.1,

4.4 CroeusaiHB HpeAyupeXJCHAS H NPERNAIHH MEPKH PR yaoTpefa

AKXO ce nodBH ApasHeHe WIHM YyBCTBHTEIHOCT IpH ynoTpebata Ha ENOKOM, IIpUIaraHeTo My TPSOBa-Hi<e:: .
TIPEyCTAHOBH 4 [ia CE 3AMECTH C APYTo MOAXOAMO JICICHHE. Q(\\}‘Aﬂ no f?é‘%;
. gy

>
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Ipu passuTHe Ha HEdeKund, TPAGBA fa ce BKIIOYM HOAXOMANI IPOTHBOME0MYEH HWIH 2 30
NPOAYKT. AKO He HACTBIH 66p3 GiraronpAaTeH edekrt, KOPTHKOCTEPOHIHOTO JiedeHHE TPHORA [Tt 154
NPEeyCTAHOBM A0 OBNAJABAHE Ha BHQEKIHATA. "



Cucremnara abcopOIisist Ha KOPTHKOCTEPOMAM 34 JIOKATHO TIPHIOKEHHE MOXKe Ja PHYMHE 06paTHMo
TIOTHCKAHE HA GYHKITHATA Ha XATIOTANIaAMo-Xxunoduso-aapenannara (XXA) oc ¢ HOTeHIHAIHA
TIIOKOKOPTHKOHIHA HEJIOCTATHYHOCT CJIe]] IPeYCTAHOBABAHE Ha Acdenneto. [Ipy HEKOW NalMenT! 1o BpeMe
Ha IeYeHHETO CHIIO MOTAT Aa Ce MOABAT H NPOoABH Ha CHHApoMa Ha Cushing, XMneprinkeMus H MIHOKO3ypHA
TOpaH CHCTeMHaTa abcoplins Ha TOKANTHUTE KOPTHKOCTEpOoBaH. [laliHeHTH, TIPHIATaid JOKaTHH
CTePONAH BEPXY TOMAMA KOKHA MOBBPXHOCT WIH BPXY OKITYZHBHH YHacThUM, TpAOBa NEPHONHYHO na ce
H3CHSOBAT 32 MIPH3HALH Ha moTHckane Ha X XA oc.

Besaka ot mexenanure PCaKIHH, C'BOﬁ]]IeHH Ciel CHCTEMHO NMPHNOKEHHE HA KOPTHKOCTCPOHAH,
BXJIOMHTENHO aJIpEHAHA HENOCTATEHHOCT, MOJKE 4 C& MOABH CHINO H NIPH YNOTpeba Ha JIOKAIHH
KOPTHKOCTEPOHIH, 0CODEHO NIPH KbpMayeTa H AeLa.

B13MOXKHO € nieMaTpHUHNTe NALKEHTH [1a ¢4 TIO-TIOJAT/IMBH Ha CHCTEMHA TOKCHYHOCT TIpH EKBHBAICHTHH
NO3H, I0PaJH TI0-TFOJIAMOTO CHOTHOILEHHE KOXKHA TIOBRBPXHOCT/TeNecHo Terno. Thif kato Ge3omacHoCTTa H
eduracHoCTTa Ha EjlokoM npH NeAMATPHYHH NAlMeHTH 1101 2 TOAHHH HE CA YCTAHOBEHH, HE CE [IPeNophuBa
MPHIIOXKEHHETO MY B Ta3H BBE3PAcTOBa rpyra.

Yecro Moke a ce HabMIONaBa TOKANHA H CHCTEMHA TOKCHIHOCT, 0COOEHO CJIe MPOTWIKHTENHO
HENPEKBCHATO MPUAOKEHHE BHPXY FONAM YHacThK YEDPEASHA KOXKA, B CTEBKH WIH NPH NPHICKEHHE Ha
OKJTy3UBHA npeBpbaka. [Ipuroxkennero B AeTcka BE3pACT WM BEPXY JTHIETO TpAGBa Ja ce OrpaHHMyH J0 He
HoBeye OT 5 AHH, 6e3 Jia ce nmpHaara oKTy3HEHA NPeBPB3Ka. [IpH BCHUKH BH3PACTOBH IPyTH TPAOBA 1A Ce
H304rBa NPOXBIDKHTEITHO HEMPEKBCHATO NPHIOKEHHE,

JlokanHoTo mpanokKeHHe Ha KOPTHKOCTEPOH/IH IIPH NICOPHA3HC KPHE MHOXKECTBO PHCKOBE, BIIIOUBALM
nogBa Ha rebound - eexT BCEICTBHE pasBHTHE HA TONEPAHTHOCT, PHCK OT TEHEPATHIHPAH ITyCTYI03eH
IICOPHA3HC H PasBHUTHE HA JIOKAIHA HIH CHCTEMHA TOKCHYHOCT, Opajy HapyieHa OapyepHa QyHKuma Ha
KOXKaTa. 3aT0Ba HPHIIOAKEHHETO NPH [ICOpHAzHC TPaGBa N1a Ce CHIBTCTBA ¢ BAGMIOACHHE OT CTPaHa Ha
nexaps.

KaKkro npy BCHYKH MOIIHHE JIOKATHHA MIOKOKOPTHKOMIH, H30ATBalTe BHE3AIHO IPEKbCBaHe HA JISUEHHETO.
Tipn cnimpase Ha MPOABIDKHTETHO TEYEHHE ¢ MOUIHH JIOKATHE [TTIOKOKOPTHKOHIN MOXE JIa CC PA3BHE
rebound — edekr, H3paseH KaTo ASPMATHT ChC CHITHO 3a4epBABaHE, CMBICHE M niapere. ToBa Moxe fia ce
m3berse upe3 NOoCTENeHHO CIIMPAHE HA JTEYEHHETO, HATPUMED JIa ¢ NPOTEIDKH ¢ HHTEPMHTEHTHO
OPHIOKEHHE TIPSAH MPEYCTAHOBABAHE HA JISYCHHETO.

I'IOKOKOPTHKOMIHTE MOTAT 43 NPOMEHAT RHHIIEHA BHJI H2 HAKOM JIC3HH M TaKa JIa 3aTPYIHAT NOCTABAHETO
Ha [IPAaBHITHA AMArHO3a, KAKTO M Aa 3a0aBAT 3apacTBaHETO HM.

IIponyxtute 32 nokanso nprnoxeHHe EnokoM He ca npeHa3HaveHH 3a PHIOKEHHE B OYHTeE,
BIUTIOYMTENHO KIENAYHTE, OpaJlH MHOTO PEAKHA PHCK OT INIAYKOMa HAH cyOKaicylapHa KaTapakTa.

ITps CHCTEMHO H JIOKATHO IPUIOKEHHE {BITIOUHTETHO HHTPAHA3ATHO, HHXANATOPHO H BETPEOYHO) HA
KOPTHKOCTEPOHIH ¢a BE3MOXKHH CHOOIMICHHA 33 3PHTENHE CMYIIEHUA. AKO N[ MALMEHT ¢4 HATHLE
CHMITTOMH KaTo0 3aMBIJICHO 3peHHe HIIH APYTH 3PUTENHH CMYIIeHHA, AIHEHTHT TpA0Ba Ja O'ble HacO4eH 3a
KOHCYNTalis ¢ OQTANMOJIOT 32 OlIEHKa Ha BB3MOKHATE IPHYHHH 33 3PHTENTHH CMYIHEHHS, KOHTO MOTaT Aa
BKTIOYBAT KaTapakTa, rIayKoMa Wik PenKH 3a60/MBaHNA KaTo LIEHTPaNHA CEPO3HA XOPHOPETHHOIATHS
(LICX), 3a kowTo ce cHOGMaBa clIe] CHCTEMHO H JIOKATHO H3II0/13BaHe Ha KOPTHKOCTEPOHIH.

4.5 BaaamogelicTRHe ¢ APYrH JiIeKapCTBENA NPOTYKTH A Apyrn opmu HA BIaBMOAeHCTR

He ca npopexnany npoydsanns 3a B3auMoaeHcTBHATA.




4.6 Bpemerunoct B KbpMcHe

Mo Bpeme Ha GpemeHHOCT H KBpMeHe JiedenHe ¢ EnokoM Tpa6ea ia ce OpeAnpUeMa CaMo 110 JIEKapCKo
npeamicadne, JlopH rorasa TpabBa Ja ce H30ATBa NPHIOKEHHETO MY BBPXY IOJIEMH KOXKHH ITOBBPXHOCTH
HIM 33 IPOKLIDKUTENCH Neprol oT Bpeme. HiMa RocTarhuio HHopMaLWs oTHocHO HezonacHocTta ApH
IpMIIarake No BpeMe Ha OPEMEHHOCT HPH X0pa. JIOKATHOTO NPHIOKSHME HA KOPTUKOCTEPOMAM TIO BPEMS Ha
GpeMeHHOCT IPH KHBOTHH MOXe /2 IPHYHHH YBPEXKAAHE Ha IUI0MA, BXIOYHTENHO HEMHATO HeGle 1
BLTpeyTpoOHO 3afaBare Ha pactexa. Hama npoBeaeHy noaxonsmH u A06pe KOHTPONHPaHH IIPOYYUBAHHA C
Enoxom npi GpeMeHHM XKeHHi 1 3aT0Ba HE € H3BSCTEH PUCKBT OT TAKHBA edekTH 3a (eTyca. Brnpeku Tosa,
KaKTO NPH BCHYKH IMIOKOKOPTHKOHIH 33 JIOKAMHO MpUNoxeHne, TpaOBa [a ce BieMe o) BHHManHe
BE3MOXKHOCTTA Ja Oblie MOBITHAH 3apOAKIIHAL PACTEXK BCIEACTBHE NPEeMUHABAHETO HA NIIOKOKOPTHKOHIMTE
Tipes nuialieHTaprata Gapuepa. Eto 3amo e pL3MokeH MHHMMAaNEH PHCK 3a TakHBa eexTi nph maoaa. Kaxkro
M OCTaHANATE JIOKAJIHH ITIOKOKOPTHKOHIH, EnokoM Tps6Ba za ce H3nomsea oT OpeMeHHH XeHH caMo B
Cly4ai Ye NOTEHIMANHATA MON3a ONpaBiasa BE3MOMKHMA PUCK 3a MalikaTa W I0o7a.

He e m3BecTHO nany okamHoTO NPWICKEHHE HA KOPTHKOCTEPOHAH O1 MOTJIO 1a IOBEie [I0 JOCTAThYHA
cHcTemHa abcopbimsd, KOATO Aa oBefie [0 A0NOBMME HIBa B KbpMaTa. EnokoM Tpa6Ba ia ce npisiara npH
KBPMEeNIM ¥eH caMo CJiejl BAMMaTeNnHa OLeHKa Ha CHOTHOUICHHEeTO Noji3a/puck. [IpH HasHayaBaHe Ha
JIeYeHHe ¢ BHCOKH JO3¥ HIM NPH MPOTEIDKHTENHO PUNI0KEHWES, KEPMEHETO TpaOBa Aa Ce NPEeyCTaHOBM.
4.7 EdexTn BEpXy cnocoGHOCTTA 3a odHpaHE B PAGOTA ¢ MATIHEN

Henpunoxsamo

4.8 Hexenann NeKapcTBeHR peaknHs

Tatauua 1: Hexenanna peaxipm, crobmasanu npH fedeHne ¢ Enokom,
110 CHCTEMO-OPTAHHY KJIaCOBE B YeCTOTR
Muoro dectu (21/10); wectn (>1/100 no <1/10); seuectd (=1/1 000 mo <1/100), penxu (>1/10 000 xo
<1/1 000), muoro peaxn (<1/10 000), c Heu3pecTHa YecTOTa (OT HAJIAYHHTE N2HHH He MOKe 1a 6bae

HallpaBeHa CLIeHKa)
CHcTemo-opranen xiac YecTora Hekenany peakuau
Hudexnnn n C nempecta | Hudekums, gypysHKyn

nadecrangs 4E€CTOTA
MHroro penku DOMHKYNHAT

Hapymenus ua sepeeara | C HeussecTHa Tapectesna
CHCTEMA _ | HecToTA
| Muoro penki ITapene

Hapymenns Ha Koxkata 8 | C HeHM3BecTHa KoHTakTeun AepMaTtiT, XMICHATMEHRTAIIMA Ha KOXKaTa,
BOAKONKHAATA THKAH gecToTa XMIEPTPHXO032, CTPHH, AKHSH(POPMEH RePMaTHT, aTpodus
Ha KOXKATa

MHoro penkn Crpbex

O6mu napymienns u C HemzBecTHA Bonka ¢ peakupm Ha MACTOTO Ha NPAIOKEHNAE
epeKTH Ha MICTOTO qecTora

HA MPHJIONKEHHE

Hapymennsa Ha ouHTE C HeuspecTHA

HeCTOTa




JIokanHy HeKeaHH JIEKAPCTBEHH PEaKIHH, 3a KOUTO HMa HeMeCTH chobHIeHus npH ynotpebara Ha NOKAIHH
JEePMATONIOrHYHH KOPTHKOCTEPOH/IH, BKIIOYUBAT: CYXA KOKA, ApazHeHe, IepMATUT, IEPHOPANeH ICPMATHT,
MaLiepaHs Ha KOKaTa, [10482 HA MEMYMH H TEIeaHTHEKTa3uA.

B13MosKHO € neHaTPHYHUTE NALHECHTH Ja ca MO-NOJATIMEH OT Bh3PACTHHTE KbM MPEAM3BHKAHOTO OT
TIOKATHH KOPTHKOCTEPOUAH NOTHCKANE Ha XHIIOTATAMO-XHIIO(H30-apenanHara oc H cHaapoma Ha Cushing,
NIOpajH NO-roJifMOTO CHOTHOIEHHE KOKHA IIOBBPXHOCT/TerecHo Terno. [IpognKHTeIHaTA
KOPTHKOCTEPOHIHA Tepaliii MOKe Ja NIOBJIHAE PACTEkKA H Pa3BHTHETO HA AEIaTa.

Crofmasarie Ba NOJOIAPAHY HENKENAHE PEAKIINA
CrobmasareTo Ha HONO3MPaHH HEXKeJTAHM Peakliid Clie]] pa3penlaBaHe 3a ynorpeba Ha JICKAPCTBEHHA

MPOAYKT € BakHO. TOBa MO3BONABA Ja MPOAB/LKH HAGMOAEHHETO HA CHOTHOIIEHHETO TION3A/PHCK 33
JeKApCTBEHUA NPoayKT. OT MeAHUMHCKWTE CTICTMATACTY Ce H3UCKBA J1a CHODIABAT BCAKA [TON03HUpAHA
HeXesaHa peakiia upe3 MznenrurenHa areHs o nekapcTsara, yi. ,,Jlaman I'pyes” Ne 8, 1303 Codua,
Ten.: +359 2 8903417, yebeaiir: www.bda.bg.

4.9 Ilpenosmpane
[IpexoMepHaTa 1 NPOTBGKHTENHA YIIOTPE6A HA OKANHHA KOPTHKOCTEPOMAN MOKE JA NOTHCHE XMNOTAlaMo-
xHnogu3o-aApesannaTa PyHKIBA H A3 JoBee 10 BTOPHYHA HagOnOpetaHa HeAOCTATEYHOCT, KOSTO

0OnKHOBEHO € oDparHMa.

ITpy npusnany Ha noTHekale HA XXA oc Tpabba na ce HATIPABH ONKT Aa Ce CrIpe JEUSHHETO, Aa C¢ HaMaJId
YeCTOTaTa Ha NPHIOKEHHE WM JIEKApCTBOTO N4 C€ 3aMECTH ¢ no-caabo AeHcTeamm crepoun.

O61OTO CHABPXKAHAS Ha CTEPOH,IH BHB BCAKA ONIAKOBKA € AOCTATHHHO HHUCKO, 33 1A HMA HHCHK WM 13 HAMA
HHKAKES TOKCHYCH edeKT NpH Ciryyalino nornTeIane pe3 yCTaTa.

5. @APMAKOJOI'AYHH CBOMCTBA

5.1 PapmakoIREAMHYTAE CBOHCTBA

DapMakoTepaneBTHIHa IPyna: MOHIHH KopTHKocTeponaH (rpyna 1), ATC koa: DO7AC 13

MomeTa3oH0BHAT (ypoaT NposBaBA BHCOKA NIPOTHROBE3NANUTENHA W AHTHIICOPHA3NCHA AKTHBHOCT B
CTaHAAPTHH €KCTIEPUMEHTATHM )KHBOTHHCKE MOJCIH.

Ilpn m3rMTBaHE BHLPXY MHIUKH NPH NpiiaraHe HA Maco ot Croton tiglium, TepanepTagnusT edext Ha
MOMETAa30H € PaBeH Ha edyekTa Ha GeTaMeTa30HOB BallepaT ClIe/ eJHOKPATHO MPHIOKEHHE, B OKONIo § DbTH
no-epuKaceH OT GETAMETA30HOB BANEPAT CHEM METKPATHO MPHICHKEHHE.

TIpu MopckH CBHHYET2, MOMETA30H € GHII OKOJIO 2 ITBTH NO-ePHKACEH OT 6ETAMETA30HOB BAEpaT NpH
penyuHpane Ha eNMAepMaNHaTa aKanTo38, HRAYLHpanHa or M ovalis (T.e. aHTHICOPHA3HCHO AGHCTRHE) CiIe/
14 npHnoxkenus.

5.2 DapmakoxEHCTHUNE CBOHCTRA

DapMAKOKMHETHYHH IPOYIBAHHA NTOKA3BAT, Y€ CHCTEMHATA aGCOpOLI IPH JIOKATHO IPHACKESHHE HA
MOMeTazoHoB Gypoar 0,1 % xpeM ¢ MunmManta, npubmwanTento 0,4 % or npunoKeHaTa 110
KaTo [o-ToNgMAaTa 9acT OT Hed Ce eKCKpeTHpa o 72 Haca ciied nprnosxenuero. Onpene
MeTabonHTHTe He € OHII0 BE3MOKHO HOPEIH MA/IKHTE KOIMYEeCTRS, MPHCHCTBAILH B ILT




5.3 IIpexwmurdun Janau 3a fezonacHocy

Hama xnHHHYHO IHAYHMH NpeJKITHHHYHR JaHHH H3BBH CIOMEHATHTE BEYEC [10-rope.

6. DAPMAIIEBTHYHH JAHHH
6.1 Cuoschk HA HIOMOIMHATE BemeCTRA
XEKCHIICHTTTHK O

docdopHa kHcenuaa

THTAHOB JHOKCH]

XHOPOTEHHPAH COCB JICHHTHH

ATYMHHHERO HUIIECTE, OKTEHIICYKUMHATHO
napadHH, 651 Mek

mueseH BOCHK, Oan

TPEYRCTEHA BOJA

6.2 HechbBMECTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogaoCT

24 Mecena
Cpok Ha roHOCT ¢lieq] OTBapsHe: 1 Mecer.

6.4 CrHenHAMHNE YCJIOBRSA HA ChXpPaHEHHE
Ha ce cexpanssa nog 25°C.
6.5 Bra B cpALPAANEE HZ ONAKOBKATA

15 v 30 g anymrHHeBK TYOH ¢ KAAYKA OT HACKOTYETHOCTEH TIONWETHIIEH WA IaMUHATHI TyOH C TANO OT
BHCOKOILTETHOCTEH NOAHETHIICH H KaNlavdKa OT NONHIIPOIICH.

He BCHYKY BMAOBE ONAKOBKYM MOTAT Aa ObAAT ycHATH B TipoAaxda.
6.6 CuoenHa HR DpeAra3HH MEpKHA NPH H3XBbD/IANE H paboTa

Hsama crienyanas H3HCKBAHHA.

7. IIPHTEXKATEJ HA PAZPEIIEHHETO 3A YIIOTPEGBA
N.V. Organon

Kloosterstraat 6

5349 AB Oss

Hugepnanmus

8. HOMEP HA PAPEINIEHHETO 3A YIIOTPEBRA

Peructpanuonen Ne 9700328




9. JATA HA TbPBO PA3PEINABAHEMOAHOBSABAHE HA PASPEINIEHHETO 3A
YIOOTPEBA

Jlata Ha IThpBO paspeapaxe: 29 wonu 1997 1.
Jara Ha nocnenno noxuoeseane: 30 o 2009 r.

10. JATA HA AKTYAJIMSHPAHE HA TEKCTA




