JHCTOBKA: HH®OPMAHIHA 3A TOTPEBHTEJLA

DIPROSONES® ointment Lk
JIATIPO30H® Ma3 OnCoPEHO
Betamethasone dipropionate OATA 075;”;
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ITpoyerere BHUMATEHO LIATATA IHCTORKA IIPENH Ja 3alI0YHETe A NPHIIArare TOBA JEKApCTBO.

- 3amazere Ta3u JHCTOBKA. Moxke 1a HMaTe Hy)zOa [a 5 IPOYETETE OTHORO.

- AXO HMaTe HIKAKBH MOIBIHUTEHH BEIPOCH, OMMTaliTe Barmrs sexkap wix dapMaliesT.

- Toma nexapcTro & mpeammucarno jmuro Ha Bac. He ro npeorcrsimatite na mpyrn xopa. To
MOXKe /la M HaBpeIH, He3aBHCHMO OT TOBA, Ue TeXHHTE CHMITTOMHE Ca CHIIHTE, KAKTO
Banmire.

- AKO HIKOA OT HEXKENAHUTE PeaKIiiHH CTaHe CEPHO3HA, WK 3a0eNeiuTe APYTH, HEOIIHCAHH B
TA3H THCTOBKA HEXENany peaxifyy, Mo yeenoMeTe Bammua nexap win GapMauesT.

B Tazm smcToBKa:

1. Kaxso nipencrasnsgsa JJHIIpo3oH M 3a KAKBO & M3MON3RA
2. Ipemu ma menomseare Hunpo3on

3. Kaxk na pnonzeare Jumpozor

4, Bramoxun uesxeTay peaxipis

5. Crxpaneryie Ha JumnposoH

6. JomeHATEHA HE(OpMAaITHs

1. KAKBO OPEICTABJIABA THITPO30H 1 3A KAKBO CE W3ITOJ3BA
Maz, 32 DprIOKEeHHe BHPXY KOMXKATA.

AxTHBHO BemmecTEO: Betamethasone dipropionate 0,64 mg/g (exsuBanenTeH Ha 0,5 mg betamethasone).
Iomoiman remectra: Teven napadum, 65 Mex mapadus.

Junpo30H Ma3 HPUTEKaBA HPOTHBOBGINATNTENHN, IPOTHBOCHPOSHKER B HPOTHBOANEPIHYHH CBOHCTBA.
Ornacs ce KbM IPyNa BellecTBa, HapeyeHH KOPTHKOCTePOHIH H ¢e H3II0N3BA 32 JISTeHHE Ha KOMKHHI
3aongBamid , KaTo: AepMaTHT (TOKCHYEeH AePMAaTHT), ATONHYEH | ASPTHYEH JEPMATHT, HEBPOICPMHUT
(XpOHITICH JIFXEH CUMIUIEKC), JIMXEH IUIaHyC, eK3eMHU (BKIIOTHTENIHO HyMyIapHa eK3eMa ¥ eK3EMATO3EH
JISPMATHT), JUCXHAPO3a, cebopeen AepMAaTHT, eKC(oIMaTHBHE ASpMAaTHUTH, 3aCTOSH NEPMAaTHT.

2.  DOPEIH JA W3NOJBBATE JPIPO30H
He mznomsBaiire Junposzon

- aKo CTe aNepruHy (CBPEXYYBCTBHTENEM) KM befamethasone, HAKOI OT OCTAHATMTE CHCTABKH Ha
JMIIpoRoH WK KM OpYT KOPTHKOCTEPOHIEH JeKapCTREN IIPOMYKT;

- BBLPXY HapaHeHa KOXKHA IIOBBPXHOCT;

- B CiTyyad Ha OaKkTepHanHa, BHPYCHA WM I'BOWYHA KOXKHA HHGEKpI Wi BEPXY KoXKa ¢ [IPOsIBH HA
aKHE.

Oﬁﬁpue're CHCOHAJHO BHAMAXAEC NIPH JeYCHHCTO € ,Z[HIIPOBOH

- Tosu nekapcTReH NPOAYKT € NpelHasHaueH 3a IPWIOKeHre BEpXy koxkara. Moxe fa ce nanacs U
BBPXyY Jurasuimre. [lonananeTo My B OUHTE WIM B HENOCpeAcTBera GM30CT 10 TAX Tp2ORa Aa ce
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- unposoH He Tpabra Aa ce H3MOA3Ba 33 NPOABJIKHTEHE [ISPHOIM OT BpeMe, B
YYacTHIM OT KOXKaTa HWIK RPRPXY HapaHeHa KOXKHA IIOBBPXHOCT, [IOpagd PHCK




pe30p0HpPaHOTO KONAUIECTBO H IPOsBa Ha HeXKeIaHH peakiuu oT obm xapakrep, Topa B ocofeno
rojigMa cTeneH ce OTHacH 3a yrmoTpeQarta HpH Jeua.

- KopruxocrepouauTe MOTaT Aa MACKMPAT CHMITOMHTE Ha HBQEeKus, Na NPHIHHEAT H30CTPSHE Ha
uHberMy 1 3a6aBeHo 3apacTBaHe Ha PAKH.

- B ciy9aii ya CHITHO OpasHeHe WIH Ha TexXKa aePrHYHa peakiliat, Je4eHHeTo TpaOea na ce
HOpeKpaTH.

YooTpeba HA APYrHE JeKapcTa

He ca u3BeCTHH B3aMMOJEHCTBHL C JPYTH JIeKapCTREHH NMPOAyKTH. HesaBHCHMO OT TOBa, aKo NpHUeMaTe Wil
HACKOPO CTC IPHEMAIM ZPYTH AEKAPCTREHH NPOAYKTH, BIITIOUKTENHO H TAKKBA, OTITYCKaHk 6e3 pellenTa,
EHGOpMHApaiiTe Barms nekap.

BpemennocT B Khpmene
Axo cTe OpeMeHHA HIM KBpMEHTe, yrioTpebara Ha JunposoH rpabea ga ce m3bsrea, ocobero 32

TIPONBIKATEIHHE NIEPHONH OT BPEME HIIM BEPKY [OJIEME YYaCTBIHM OT KOXKaTa.
Tlpn GpeMeHBEOCT ¥ XBpMeHe, JUNpo30H MOke Ia C& IPUIAra caMo [0 M3PHYHO JIEKAPCKO IPEHIIFICaHHe.

Hodupane a paGora ¢ MamIABEH
He ¢ mpunoxmmo.

3. KAK JTA T3OOJBBATE JHIIPO30H

Jumpo30k Ma3 ce HAHACH Ha THHBK CJIOH C JIeKO BTPHBAHE BEPXY 3aCerHaTOTO MACTO, O0MKHOBEHO BEAHEBK
WIH JBa IIBTH JHeBHO (CYIpHH H Beuep). BspXy TpeTHpanata kKoxka He Tps0Ba Ja ce IOCTARAT NPEBPEIKH,
OCBeH 110 IIpelIopEKa Ha Bammsa nexap.

Jrmpo3on Ma3 #e TpaOBa ga ¢e HpHara BEpXY IBI00KH KOXKHE PaHH, OTBOPEHH DAY, H3rapSHUS FTH
HapaHeHa KOoXKa.

Viorpetara Ha JIHIIpO3OE Ma3 ce NPenophYea B CIydal Ha CYXH M HAIyKaHH JIE3HH.

ITpoNBIDKHTENHOCTTa Ha JIEISHHETO 3aBHCH OT IOBIHABAHETO Ha CHMITOMUTE; MPH NOCTHTAHEe Ha JKeIaHuA
Pe3yIITarT, OpHIOKEHNETO TpsAORa fa ce npexpati. He ce nperopsusa yrorpeda, HO-TIPCABLXUTENHA OT ABE
ceaMHIIM, 0e3 H3PHUHO JIeKapcko YKa3aHHe.

TlpemopsaBa ce M3MHUBaHE Ha PBHETE CISH PANOKeHHeTo Ha [furiposos.

AKo0 CcTe NPHAOKH/IN NOBede OT HeoOXoAuMaTa n03a JIunposon

He ymoTpeGapaiire nexapcTBeHAS IIPOKYKT HO-HECTO HITH 34 IO-IPORBIIKHTENHO BPEME OT HPEAMICAHOTO.
IIpw nipefo3upaHe MMM B CIy9ali Ha CllydaiHo NOrTHINARE XIpes ycTaTa (0cofeHa IpenasiuBoCcT Aa ce

posABARA NpH yTIoTpeba npn fenia), He3abapHO MOTHPCeTe JIEKAPLKa IIOMOII,

CumnroMuTe Ha IPeNosHpaHe ca CXOAHH ¢ Te3H, KOUTo ce HabirofaBaT HpH TEBPAS YSCTa WK
IPONBIDKUTENHA YiioTpeda (BrvkTe ToUKa 4 Bh3MOKHE HesReTaHA PeaKIax).

OcTpuTe CHMITOMH Ha HpeIo3upare ca obpaTaM.
Jegenwmero e cuMIToMaTHaHO. TIpe HeoGX0muMOocT, a ¢ TOINEDKA SAeKTPONUTHALT fananc.

AKo cTe IpoNyCHAJA A npaAoxkATe JJHEpOo3oH




Axo zabpasure Aa npraoxkpTe JUNpo30H Ma3, HAPaBeTe I'o KOJIKOTO € Bh3MOKHO II0-CKOpPO, CIeM KOeTo ce
BBPHETC KbM HOPMaJiHaTa cXeMa Ha [IPHACKCHHS.

4. Bb3MOAKH HEXKEJTAHU PEAKTTHN

KaxTo BCHUKH JleKapcTsa, JIUIIPO3OH Ma3 MOXKe Ha Mpe/I3BHKA HEXKENaHH Peakilii, BEIPEKH Ue He BCeKH
I HOJy4aBa.

AKO HAKOS OT HejKeflaHHTe Peaklliy CTaHe CepHO3HA MIH 3abelesxuTe APYTH, HEOMCAHY B TasH ANCTOBKA
HeXKeNaHH! peaklliy, Mol yBexoMmere Balnig nekap \iM apMarerT.

Karo usino neuermnero ¢ MunpozoH ce norack xobpe. Iorakora Morar 2a ce RadirofaBaT: napeHe, Chpoek,
IpasHeHe, cyXa KOxXa, 3aUepBiBaHe Ha KOKaTa, BE3IaIeHHe Ha KOCMEHHTe DONHKYIH, YBEITHISHO
OKOCMsBaHe, axHe, 00e31BETABAHE WK M3TEHABAHE HA KOXKATA, CTPHM, BTOPHYHN HHDEKIH, Bp3Nallenye Ha
KOJKAaTa OKOJIO YOTATa, KOHTAKTHY aneprill.

Kakto np# BCHYKE KOPTHKOCTEPOHAH, yHoTpebara Ha JJuposoH Ma3 BBPXY oOMMPHH y4acTBIM OT KOXAaTa,
B TIO-TOJLIMO KOIHYECTBO H 32 TIPOABLKHTENHE TIePHOMM OT BpeMe, 0coBeHO IIpH NPHITOKEHME [0/ CTETHATA
IIPEBPE3KA, MO Ja OBeZie 10 HOBHINeHA pe3opOIus npes koxKaTa, B KOIHIECTRA ITPHYHEABAITH obIm
(CHCTeMHR) HeXENary peakimy. Te MOTaT 12 BKIIOYRAT OTHYAHE Ha JTHIETO, IMMATA B Topca, YReIHUSHHE Ha
TernoTo. B Taxura ciyuan e HeobXoouMo Oa ce KOHCYITHpaTe ¢ Banmig nekap.

Jlellata 1 FOHOIINTe, [IPH KOWTO C& HANATa JIEUSHHE C TO3K JIEKAPCTRBEH HPOIYKT, TpA6Ba fna 6baatT
nabmoxasand oT Nexap. YIpH TaxX onacHocTTa OT OOINH e(eKTH, HaupHMEp H30CTaBaHe B pacTexa, € o~
roJeaMa, OPH HpH yroTpeba Ha o-MalKy KOJIHHYEeCTBRA.

).'[eua'ra, HAfEeHTHTE ¢ TEHKA WiIH YBPEACHA KOXKa, HIIH CTpaJallti OT TEXKHA qepﬂonpoﬁrm BaGOJIHBaHHH, ca
NO-TyBCTBHTCIHH II0 OTHOINCHHE Ha HEeXCIaHHTE JISKapCTECHH PeaRIEH.

Cneg CIIpaHe Ha JICHUCHHETO ¢a BE3MOXHH PeLIIBH.

KakTo ipy BCHYKE IPOAYKTH 38 IPHNOKEHHe BEPXY KOXKATa, He MOXKE JIa ¢¢ H3KIIOUH NIoABaTa Ha
aJleprITHY peakipy. B Tesn ciaygan ce IpenopsuBa He3abapHO NPEKpaTABaHe Ha JCUSHIETO M KOHCYITAk
¢ JieKap.

5. CBXPAHEHHWE HA THITPO30H

CrxpanasaliTe Ha MiCTO, HONOCTBHIIHO 32 Jelia.

Cpok Ha TOZHOCT 5 TOAMEM.

Cpok Ha TOFHOCT clefl oTBapsRe: 3 Mecela.

He msmom3saliTe cienm cpoka Ha FOTHOCT, OTOSII3aH BHPXY OHAKOBKATAa.
Ja ce cpxpaggsa Npu TeMueparypa nox 25°C.

Ja He ce 3aMpazgra.

Tlazete oT cnBHYEBa CRETIHMEA.

7. JAOINBJIHUTE/THA HH®OPMAIIAA

Homep Ha paspemenneTo 3a yuorpeba
20020271/21.03.2002

YIpurexxaTes HA paspelleHHeTo 3a ynoTpeba
Schering-Plough Europe

73, rue de Stalle 73
B-1180 Brussels




Belgium
TIpeu3BOMUTE]

Schering-Plough N.V.
Indusiriepark 30

B-2220, Heist-op-den-Berg
Belgium

3a mombnHUTENHA HE(OPMAITHT OTHOCHO TO3M JIEKAPCTEEH MPOLYKT, MOJIS CBBPIKETE CE C JIOKATHAT
HpeCTABHTEN Ha IIPUTEIKATEN Ha PaspelleHIETO 3a yroTpeda:

Idepumr-Inay Cenrpan Hiict
Knon brrrapus

yi. IIpod. Muako Buuer” Ne7
1504 Codust

Temn. 02/ 944 10 73

Jara Ha mocsefno oxoGpeHne HA JUCTOBKATA




