JUCTOBKA 3A MAINAEHATA DATA S8ttt

Hpouememe enuMameno TucHoeKama, nPeou Oa 3anoYHeme NeYeHUENO ¢ MOGR TEKAPCHEO.
Hazeme nucmoexama. Mossce 0a ce HaIO21CH 0Q A RPOYEHEME OMH060.

Axo umame evnpocu, nocveemeatime ce ¢ Bawun nexap unu apmaveem.

To3u nexapcmeer RpodyKnt e npednucan xudro 3a Bac u ne mpabea 0a 2o oasame ua Opyzu xopa.
Toit mosrce 0a um naspedu, dopu axe cumMrmoMume um ca colime xamo Bawume.

B nacroBkata

1. Kaxso e Diprosalic 1 3a xakBo ce H3NOH3Ba
2. Ilpenu na 3anoqueTe geverue ¢ Diprosalic
3. Kax ce m3momn3ea Diprosalic

4. Be3MO:KHI HEXKeIany JCKapCTREHY PeaKiii
5. Cexpanenue Ha Diprosalic

6. Jomeatmrenta HHGOpPMAITT

Tive ma mexapcTBEHES IIPONYKT
DIPROSALIC® ointment
JHIIPOCATIVK ma3

CoeTae

JlexapcTeero BemiecTro.: Beexm rpam ot Diprosalic Mas cpibpika OeTaMera3os HUIIPOIMOHAT
(betamethasone dipropionate), exsusanerrer Ha 0,5 Mr GeTamerason u 30 Mr CAIMLIANTOBA KUCEHHHA
(acidwm salicilicum) B GexsniapabeHOBa OCHOBA.

BerameTasonsT PMHAIIICIKH KbM IPyIaTa Ha KOPTHKOCTEPOHIMTE ¢ MOIIHO JetHCTRHE.

CanBmnoeara KHCeNHEA CIoMara 3a OTCTPaHABAHETO Ha CYXHTE, JIIOCHECTH OﬁpaSYBaHI’Iﬂ TI0 KOXKaTa.

IloMomEy BemIecTRA;
Tewer napadms, 651 Bazenyy.

‘HAme H afpec HA OpATEXATEN HA paspemendero 32 ynorpeda
Schering-Plough Evrope, 73, rue de Stalle, B-1180 Brussels, Benrms

Hme 1 anpec B2 OPOE3BOTATES
Schering Plough Labo N.V., Heist-op-den-Berg, Bearus

1. KAKBO E DIPROSALIC H 3A KAKBO CE U3I00J3BA
Jiexapcreera opma
Mas 3a nprioxKeHHe BEPXY KOXKATa

Toxazanug

Diprosalic Ma3 ce npumara 3a 00neKvaBane pogBHTe Ha BL3Nalente NPY HIKOU IOBNHALBALNY CE OT
KOPTHKOCTSPOHAH, CyXH, TIPHAPYKEHH ¢ XHIEPKEPATO3a JSPMAaTO3H, KaTo: ICOPHA3HC, XPOHHISH
aTOIMYEH IEPMATHT, HEBPOXESPMHUT, eK3eMH, ce00pecH NepMATUT B OKOCMEHATa JacT Ha [TiaBata,
HXTHO3HM CECTOSHES B JIp.

2. IPEAW {A W3HOI3BATE DIPROSALIC

IipoTHBONORKAZAHNS

He m3nonzeaiite Diprosalic:
Axo EMaTe CBPFXIYBCTBHTENHOCT WIH aNepruyHa peakips (KaTo 3aTpy.
YPTHKADHS) KBM TO3H JIEKAPCTECH OPORYKT HIIH KEM APYTH KOPTHIOH
Diprosalic mas, kakTo ¥ IpyriTe KOPTHKOCTEPORAH 22 JOKAIHO IPHIT
IOpH NalUeHTH ¢ po3ales, IepropaeH JepMaTHT H TIPH TANHEHTH, CT]
BHPYCHa (XepIiec CHMIUIEKC, BapHilelia, XepIIec 30CTep) WK rE0uTHa |




Ha ce u3bsrea nprnoxesreTo Ha Diprosalic Ma3 BEpxy NeH00KH KOXKHA paHy,OTBOPEHA PaHH,
H3TapsHHd, HapaHeHa Koxka, KaKTo W IIPH JIe3HH | YIIEepaig.

CrennajiHy HpeSynpeskieEAS H COCNHAJHE HPOTABONOKAAHAN

TIpeau ma usnonseare Diprosalic mas, cvobInere Ha Banmis nekap, ako cre OpeMeHHa HAH KBPMUTE,
aKo pMaTe HAKaKBO JIPYro 3a00IIBane, kaTo Banp. quadeT 0 ocoGeHo, ako MMaTe HHBeKIMS.
H36sarpatite npioxernero Ha Diprosalic Ma3 Bepxy OTBOpeHH paHK Wi HapareHa Koxka. To3:1
IIPOAYKT ¢ 3a yIoTpeda caMo BEPXY KOoKara.

Viz0arralite KOHTAKTA ¢ OWHTe, JIATARKIMTE (Hanp. B yCTaTa HMAH BETPEIIHATA MOBEPXHOCT Ha HOCA) M B
30HaTa Ha HHTBHHATHUTE THHKH.

Diprosalic Ma3 He Tpg6Ba fa ce M3MO0I3Ba BEPXY ToNeMH 00IacTH OT TAIOTO, THil KaTo TOBa MOXE KA
yeemuay abcopbupanoto xonagectso. He m3nomssatite Diprosalic Ma3 mo-uecTo WK 33 NO-ILIT0
BpeMe OTKONKOTO B e npearmican AeKkapsr.

Konucynrrpaiite ce ¢ Bamma nexap, ako ChCTOSHHETO Ha KoykaTa B ce BHOIIH, T# M3TJIEKIa
HHGEKTHPaHa HITH CHITHO H3CYITIEHA. )

Diprosalic ma3s He ce npenopb4ea Hpu sena nox 12 rogamaa Br3pact.

Jlokarto ce nexyBarte ¢ Diprosalic
Ynotpeda no Epeme Ha OpeMeHHOCT H KbpMeHe

BpemerHoct
. Ilpeau ma vanonseare Diprosalic, Ma3s ¢cs00mere wa Bawmg siexap, axo cre Opemenma.

Kepmene
TIpean na msnonzsate Diprosalic, Mas crobnoieTe Ha Banmig nekap, ako KEpMHTE.

Edexrn BEpxy cniocobBoCTT2 32 IpodApaHe B padoTa ¢ MATTAEH
He oxa3Ba BIHAHEE.

B3amnmopneiicTBHe ¢ APYTH JeKAPCTREHA OPOXYKTH
Crobmere Ha Balnms jiekap WK GapMalieBT, ako B3HMare WIH HacKOpo ¢Te B3UMAIN HAKAKEH HPYTH
TeKapCTBa, IOPH H TAKHBa, KOHTO Ce OTIIYCKAT Oe3 pererrra. '

3. KAK CE H3TIOJ3BA DIPROSALIC

Topa ASKAPCTRO € NPEeauHCaNe OT Jekapa By cnenpango 3a Bac i 3a ievenue Ha HacTogSmoTo Bu
sabongraHe; He AaBaliTe TOBa JIEKAPCTBO HA HIKOH APYT.

Banmat nexap onpenens no3ata Diprosalic ¥ npu 5eo0XozMMOCT MOXE Aa MPOMEHH JI03aTa B XOHa Ha
NEeYEHHETO.

Hages B2 HpAIOKEHAE

Hamacsiite ThHEK cnoii Diprosalic Ma3 BEpXy 3acersaTroTo MIACTO OT KOKATa, OOUKHOBEHO ABa IIFTH
JHeBHO (CYTPHH U Bedep) WIK KaKTo & [ipeflcato oT Bammsd Jexap. He npespp3palite 4 He
HOCTABAMTE KOMIIpecH BBpXY 00paGoTeHaTa HOBBPXHOCT, OCBEH aKO JISKAPAT HE BY € IIOCHBETBAI.
VizmmiiTe ppinere CH Clel H3NON3BAHE Ha JISKApCTBOTO.

Tiponb/UKATEAHOCT HA JeTeHHAETO
BamuaT nexap me BH IOCHBETEA KOra fia clpere yHorpebara ra Diprosalic maz.

Kakeo Aa mpeanpuaemeTe B cIydail Ha Npego3Hpane
Diprosalic Ma3 Tpabra ga ce B3M0I38a caMO B IpenopFJIadaTa Jo3Hporka. CeEpikeTe ce ¢ Bammusa
JeKap, ako cre uaronspard Diprosalic Ma3s BEpXy rojeMH Y9aCcTHIHM OT TANOTO HWIH N0-ARJII0 BPEME OT
npezmmicanes cpok. IoTepcere HezabaBHO MEAHITHHCKA TIOMOLT, aKo ciaydaiiHo moreayere Diprosalic
Ma3.

Kakxso A2 TIPpEANDHEMETE B cnyqaii, g€ OpOInYCHETE €3HA HIH IOBEYC
Axo 3a06paBuTe Aa Havecerte Diprosalic Ma3 criopes npeACaHHETO, [0
BB3MOKHO II0-CKOPO M Clell TOBa e BEpHeTe KBM PeIOBHATA cXeMa Ha IpHTh




4. Bb3MOKHW HEJKEJAHW JJEKAPCTBEHH PEAKITAH

Kakto BeHUKH ocTaHanm nekaperea, Diprosalic Moxxe fa NpeRpsBHKa HEXENAHH JIEKAPCTREHH Peakii.
Makap, 9€ MOXE€ He BCHUKH OT Te3H peakiliH Jia ce IPOsBIT, AK0 TORA Ce CILy4u, MOJKe Ja ce HAOKH
JIeKapcKa Hameca.

Caerpixere ce ¢ Bamug nekap, ako HAKOS OT CISIHATE HEXKENAHY JIEKAPCTBEHH PEAKI(IH Ce 3aNBPIKA
HWIH BH TpeBOXH: Napers, cbpbex, pasgpa3HeHa/Bp3NaneHa MK CyXa Koyka, BE3NAICHHE HIIH
3auepBABaHE Ha JIANETO; YBENHISHO OKOCMSBAHE; aKHE; IPOMSHA HA [IBETA HA KOXKaTa, H3THHABAME Ha
KOKATA M JIECHO KbPBeHe; CTpuH, 60lika Mg APYTd DpH3HAIM Ha BE3OAICHHE, KOWTO He CTe
HablroaBaiM A0 TO3H MOMEHT.

ITareHTHTE B AETCKa BB3pacT MOTAT 1A IEMOECTPHPAT I10-BHCOKA YyBCTBHTEIHOCT KEM JIOKAJIHE
KOPTHKOCTEPOKAH, MPEAH3BHEKBAIRO0 IIOTHCKaHe Ha XunoTalaMo-xunodusapHo-Hanos6peurnara (XXH)
oc. Te ca Mo-9yBCTBHTENHH OT BB3PACTHHTE HalfMEHTH M KBM eK30T€HHHTE KOPTHKOCTEPOUTHH e(eKTH,
TIOPafF HO-BUCOKATA CTENEH Ha pe30pOL, ABIDKAINA C6 Ha OTHOCHTEIIHO HO-TOMAMATa KOXKHA
TIOBBPXHOCT OTHECEHA KBM TEIECHOTO TErIIO.

B HAKOH CAyUaK NpH Aela, TPETHPaRK ¢ JIOKAIHH KOPTHKOCTEPOH/M, ce cho0INaBa 3a clepuTe
HesKelaHH e()eKTH: oTHcKaHe Ha XXH, caHnpom na Cushing, sabassse Ha pacTeska, HaManeHo
HaJ[iaBaHe Ha TErJI0, HATPaKpaHHanHa XHIePTeH3Hs, KOATO BKII0YBa H3bKRaHe Ba (GoHTaHenara,
rnarofonre H ABYCTPAHEH HATIIIOSHEM.

IIpu naxou nayuenmu e 6b3MOJICHA NOABAINA HA HEJICENARY eXapCMBeH U PEaKyi, KOUMO He ¢a ¢ped
u3bpoenyme, HO CA XAPAKIMEPHU 30 CUCTHEMHOMO RPUROIICEHUR HA NeKAPCMBEHY RPOOVKMU OMm
KOPMU3OHOE Mun.

Axo 3abeexuTe HIKAKBY XPYTH HEXXeNTaHH peakiH, CBhpIKeTe ce ¢ Bams mexap.

Hertara M JOApacTBaImyTe, Ha KOKTO Ce Hajlar'a fa IIO/I3BAT TO3H JIEKapcTBEH MPOIYKT, TpaOBa na Gsmat
BHEMATEHO HaOMONARaHY OT JIEKaps CH, THi KATO NeKapcTBOTO ce abcopbHpa mpes KoXxara H MOXe A2
3acerHe phCTa WK A2 MMa APYTH HeXXelaHH BEAeHCTRHS.

5. CbXPAHEHHE HA DIPROSALIC

Ja ce crXpaniaBa Ha MACTO, HEHOCTHIHO 32 Aeia.

Ja ce cEXpariBa Iipx TeMIiepaTypa nog 25°C.

Ja ne ce u3MI0A38a Cite) H3THYAHE CPOKA Ha FOJHOCT, YKa3aH BEPXY OIZKOBKATA.

6. CPOK HA I'OJJHOCT

5 romimu
Cpox Ha TORHOCT Clleq OTBapsAHe: 6 ceaMuIH

7. RATA HA NNOCHERHA AKTYAIM3AIIAS HA IMCTOBKATA
Hoemepn 2004 r.

8. JOOBJBHTEJHA NP OPMAINAA
3a BesikakBa JONBAHETENHA HH(GOPMAIi OTHOCHO JIEKapCTBEHHS IPOAYKT, Mo, oOphinalite ce KbM
MeCTHHS peacTasurener ofuc Ha [parexarens #a paspelieHHeTO 32 yHOTpeda:

»epurr-Inay Cenrpan Hiicr — xron brirapms”
vii. “IIpod. Muxo Buges” 7, er. 3
Codus 1504,

ten. 02/ 944 10 73, 02 944 10 83.

N fﬂysnmaix‘o“ 2




