e ., § f;‘luaT{J}f;;:ﬁiUB 2
JIncroBka: nudopmannd 3a noTpéEH:'renn g £ / /7 /ﬁ /7 ﬁ -J¥ 2 / :
e F?’\.'“ = ...f.
KJIOBEHT 0,05% ma3 C10-03-

Knoberasonoes nponuonar

CLOVATE 0.05 % ointment
Clobetasol propionate

IIpodeTere BHHMATE/INO OSIATA JTHCTOBKA IIPeA [1a 3aM09HeTe A2 H3N0A3BATE TOBA JEKaPCTBO,

Thil KATO TH CHABLPAXA BawHa 32 Bac nagopmanns.

- 3anasere Ta3u JMCTOBKA. MoOe /1a Ce HAIOXKH 4 s NPOYETETe OTHORO.

- AKO WMaTe HAKaKBH JOMBJIHHTEHHA BENpocH, nonuraiite Bawnd nekap wid gapmaLesT.

- Tosa nexapcTBO € MpeanucaHo NH4HO Ha Bac. He ro npeotcThngaiite Ha apyrH xopa. To mMoxe na
MM HaBpeaH, He3aBHCHMO 4e MPH3HALKTE HA TAXHOTO 3a00/IBaHe ca ChlyuTe KaTo BatmkTe.

- AKO MonyuuTe HAKAKBH HEXKeNaHH JeKapCTBEHH PeaklUMH, yeeaoMeTe Bawua nekap nau dapManest.
Tosa BxnrOYBa ¥ BCHYKH Bb3MOXKHH HEXXeNaHH peakuit, HEOMMCaHH B Ta3M INCTOBKA. Busxre Touka

4,

KakBo ¢bALp’ka Ta3H JHCTOBKA!

Kakeo npencrarnsea Knoseiit 0,05% Ma3s H 3a KakBo c¢ M3M0N3Ba
Kakso Tpabea n1a 3HaeTe, npeau aa minoassare Kioseiit 0,05% Ma3
Kax na n3noazeare Kaogeiit 0,05% Mmaz

BrbamoskHl Heskenanu peakiuu

Kak ga cvxpanasare Knoseiit 0,05% ma3

Ch/ibpxaHHe Ha OTIAKOBKATA H JONBIHATENHA HHPOPMALIUS

H
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1. Kaxso npeactaBassa Knoseiit 0,05% ma3 # 33 KakBo ce 304384
Knoseiit 0,05% ma3 cbabpika akTHBHOTO BeLISCTRO K106ETa300.

Kno6erasoj ¢ ipOTHBOBB3NATHTENHO CPEACTRO, KOPTHKOCTEpon. Korato ce npunara JHOKajiHo,
HaMmaligBa BH3MATCHUETO HA KOXKATA K NPOZBHTE MY KaTo 3a4yepBABaHe, NOAYyBaHe, CHPOEK U anepruynu
KOXHH peakuHH.

Knoberason ce n3non3sa 3a Je4enue HA KOKHH 3aB0NABAHHS, KOUTO Ce MMOBIHABAT IIPH AOKATHO
NPHIOKEHHE HA KOPTHKOCTEPOHIM H He ¢a YCoxHeHH oT OakTepuanda HHeknua. Knoberason nog
dopmara Ha Ma3 MOXe 1 C& IPUIAra ApH:

- aTONHYHA eK3eMa;

- 0Dpa3syBaHe Ha Ma3HH NIOLELM e neTHa (cebopeeH AepMATHT);

- rpyba crpbsama koxka (Tnxen);

- ICOPHA3HC;

- Bb3NallcHHe, NBIDKALLO C& HA KOHTAKT € anepreHu (alepriuyeH KOHTAKTeH IepMaTuT);

- KOJKHH H3ABH Ha 3a00N4BaHe HAPEUSHO JIYTIYC EPHTEMATO3YC,

- 3a4EPBABaHE HAa KOKATA ¢ MexypueTa (epuTteMa MyaTHOOPME).

2. Kakpo Tpa6Ba aa 3naere, npean aa w3noassare Knoneir 0,05% mas

He a3nonzeaiite Knoreiit 0,05% ma3




- aKko CTe ANePrivHH KbM KNoGeTazonos TPONHOHAT, APYTH [IKKOKOPTHKOCTEPOHIH HITH KbM HAKOA
OT OCTaHAJKTe CbCTABKH Ha TOBa JeKapcTBo (H30poeHH B Touka 6);

- NpH reOMYHH 3a00NABAHHA HA KOXKATA,

- HpH BHPYCHH KOXKHH 3a00N19BaHHA KaTo ApebHa mapKka, Xeprnec 1 Apyru;

- NpH aKHE H Po3aLies;

- NpH Jeua Ha Bb3pact noA 12 roguHH.

IlpeaynpeAeHHA H IPeANa3HH MEPKH
[oBopeTe ¢ Bawua nekap win dapmauest, npeay Aa usnonseare Knoseiir 0,05% mas, ako:

- [Tpu npoaLNAKNHTENHA YyROTPeba YECTOTATE HA HEXKENAHHUTE PEAKLHH MOKe Jla CE TIOBHIUM U
edHKacHOCTTa 12 HaManee.

- Hmate Hoponoaeuna ce Gosika B KOCTHTE HITH BNOWIABAHE HA MPEAMIIHH CHMATOMH OT CTPaHA Ha
KOCTHTE B X0Ja Ha neuenueto ¢ Knoaeit 0,05% mas, no-KoHKpeTHO, ako cte npuaaraiu Knoseir
0,05% kpem 3a NpoabIKUTENEH TIEPHOA OT BpeMe HIIi MHOTOKPATHO.

- Hanonseare Apyru nepopanHu/IoKanHH NEKapeTBa, ChbAbPKALIY KOPTHKOCTEPOHIH, HITH JIEKAPCTBO
3a KOHTPOJ Ha HMYHHATa cucTeMa (Hanp. MpH aBTOHMYHHO 3abonaBaHe Wiy chell
TpaHcnnantauus). KomOunupaneto va Knogeiir 0,05% Ma3 ¢ Te3n nekapcrea Moxke Ja JoBele 10
ceprHO3HH HHDeRUuHK.

- B ciyuaii Ha uHdexiHg B MACTOTO Ha NPUIOkeHHe, TPROBa a ce IPHIOKH AOITbIHHTETHO
anTUOAKTEPUANTHO HITH AHTHMHUKOTHUNHO JTeueHHe Wik yrnoTpedara Ha KnoeeiiT Ma3 aa ce mpekparu
[0 H3€KyBaHeTo .

- JlexapcTBEHHAT NPOMYKT He TpAOBA Jla C¢ MpHIara BbpXy KOXAaTa Ha JIHLETO MOpagH pHcka 0T
Pa3BHTHE Ha KOXHO BE3NAISHHE OKOJIO YCTHHTE (NEpHOpAneH AePMATHT) HIIH TPARHO pasllHpPEeHHE
Ha MAJKHTE KPbEOHOCHH ChJOBE HA KOXKATA WIH NHTABHLHTE (TENEAHHEKTA3HA).

- [Topaaun pucka ot nouineHa abcopOIKA, Ma3Ta MOXKE Aa Ce NIPHAra B NOAMHIUHHYHATE AMKH H
cia0HHKMTE CaMo MpH abcomoTHE HeOBX0AMMOCT.

- Jla Ke ce nocTaBs peBpB3KA, KOATO HE NPONYCKA RB3AYX, [I0PaJH BE3MOKHOCTTA OT H3TBHABAHE
Ha KOXcaTa, HOABA HA CTPHH H HOBA HHQEKUHA.

- JlexapcTBEHHST MpoAyKT TpAOBA Aa ce NpHIAra BHHMATE/IHO BbPXY Beue orcrabeHa koxka, 0CodeHo
NpH MaleHTH B HANPEAHANA Bb3pact.

Cerpikere ce ¢ Bawus nekap, ako ©Mare 3aMbrIeHO 3PCHHE WITH JPYTH 3PHTETHH CMYILEHHS.
Jpyru Aexapcerea H Knopeiir 0,05% mas3

Hugopmupaiite Bawna nekap und fapMauesT, ako H30JI3BaTe, HACKOPO CTE H3MTON3BAIA HIH €
Bb3MOXHO 12 H3MON3BATe OPYTH NEKApCTBA, BKIIOYHTENHO H TAKHBA, OTNYCKaHy 03 penenTa.

[No BpeMe Ha nedeHHeTO He TPAGRA Ja ¢& BAKCHHUpPATE IPOTHB LIapKa WIH A3 NPOBEXKAATE APYTH
HMYHH3ALHH.

BpeMeHHOCT H KbpMeHe

AKko CcTe OpeMeHHa WK KbPMHTE, CMATATE, He MOosKe Aa cTe OpeMeHHa WIH IIaRKpaTe 6pPEMEHHOCT,
nocheeTBakite ce ¢ Bamus nekap win gapManesT npensu ynotpedara Ha TOBA NTEKAPCTBO.

lo¢dupane n paboTa ¢ MAIIEAH
JlexapcTBeHUAT [POAYKT HE OrPaHHUARA MICHXOMOTOPHHTE CIIOCOOHOCTH, CNOCOOHOCTTA 32 LodUpaHe H
pafoTara ¢ MallHHH,

Knogeiit 0,05% Ma3 cLALpxRa NPONHASHIIHKO, KOHTO MOKE A2 NPEAU3IBHKA KOXKHO PP
po
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3. Kak aa nznomssare Kaosedir 0,05% ma3

Burarn u3nonseaiite ToBa leKapcTBO TOYHO KakTo Bu e kasan Bauuat nekap M GapmalicBT. AKo He cTe
CHIYPHH B HEWo, nonuTaiite Bawwa nexap unu gapmauesr.

OO6HKHOBEHO MATKO KOAHYECTBO OT MA3Ta ce BTPHBa BHUMATCAHO BbPXY 3ACCrHaTaTa KOMHA MOBBPXHOCT
1-2 nbTH JHeBHO, MasTa He TpSIGBa Ja ce npujara noj OKJay3HBHa (He nponyckaua B'bSﬂ,}’X) IPEBPBL3IKA.

I poAbLIKHTENHOCT HA JIEUEHHETO!
JleuenueTo He TpaOBa Aa NpoxbikKaBa NoBeYe 0T 2 ceaMHULIN 6e3 NpeKkCBaHe.

AKO C¢Te R3N0A3BAJH NeBeYe oT HeobxoaumaTa qo3a Knoseiit 0,05% ma3
[Ipunaraiite camo onpeaeneHuTe oT Bams nekap aosu Knoselit Mas. Ako ynotpedure no-pucoka fo3a Knoseit
Ma3 M4 3a NO-ABJIBI IEPHO OT Npeanyucani, yeenoMere Bawus nexap.

A0 ¢Te nponycHasn aa n3noassare Kiuoseiit 0,05% mas
AKo cTe nponycHanu aa npuaoxkHTe KNoseHT Ma3z B HeoOX0AHMOTO BpEME, MPUIGKETE Ma3Ta BEAHAra LIOM
YCTAHOBHTE TOBA, ClIE]] KOETO IPOABIMKETE N0 YCTAHOBEHATA CXEMA.

AKO cTe cnpen ynorpebata na Kaoseiit 0,05% ma3
BawnaT nexap me BH MOCHBETBA KOra H KaK /1a PeyCTaHOBHTE NedeHneTo ¢ KuoselT Mas.

AKO MMaTe HAKAKBH JOMBIHHTENHH BLNPOCH, CBBbP3aHH ¢ ynoTpebaTa Ha TOBA JIEKAPCTRO, MOJIA
nonuraiite Bawns nexap uix gapManest.

4. BB3MOXKHH HeReJAHA PEAKIHH

Kaxto BcHHKH JIeKapCTRa, TOBA JIEKapCTBO MOXE Ja NpeiH3BHKa HEXENaH! peaknHH, BLIIPEKH 4€ HE
BCCKH 'H NOJTyHapa.

BB3MOKHO € 1a ce IOABAT CIeHHTE NpobneMu:

Hapywenus #a KoXcama 1 nooxox¥cHama mvKaH.: aKHe, MAJIKH TOUKOBHAHA KPLEOM3IHEH (MMypHypa),
M3TBHABAHE HA KOJKATA M MOJKOXKHATA THKAH, UYBCTBO Ha mapeHe, cbpbek, Bp3naneHue, obpis,
o0pasyBaHe Ha CTPHH, pa3sllHPEHHE HA MATIKHTE KPHBOHOCHH ChJOBE HA KOXKATA HITH JTHTABHLATE
(TeneaHrHeKTasHs ), CyXa Koxa, XHIepTPHX03a (NaTonorH4HO OKOCMABAHE) HH Koconaj, AenUrMeHTalus
WM 00e3lBeTABANE HA KOXKATA, IHOHHO Bb3NANEHHE HA kocMeHuTe Gonukynu (GonHKyIHT), BL3NANICHHE
Ha KOXATa OKONO YCTaTa (MePHOpaieH ASPMATHT), BTOPHYHA HHOMEKLHA, reHepATM3HPaH MyCcTyJ03eH
TICOPHAZHC.

[Monskora Moxe Aa ce HabI0AaBaT YPTHKADHS, MAKYJIONanyaapeH oOpue i obocTpsHE Ha Bede
CHLUECTBYBALUH KOXHH JIE3HH.

Hapyienua ng oyume: cief Ipuarade BbpXy KOXKaTa Ha KIENa4HTe NOHAKCra € Bb3MOXHA NMOABaTa Ha
rIayKoMa WIH Ha KaTapakTa.
3aMErNeH0 3peHHE,

Hapywenus na endoxpunnama cucmema: TucyHKLMA Ha XMMOTaNaMoO-XHNodH30-#aa060peunara oc,
CHHAPOM Ha K'bIIMHT, MOTHCKAHE HA PACTEXA W Pa3BUTHETO TPH Jela, OTOK, BACOKO KPbBHO HaNALALE

HaOII0JaBAT MNAaBHO NnpH NPOABIIKHTE/IHO NPHITAraHe, NpyHiaraHe Bbpxy OGII.ll'llef[ y4ac
noa OKjIy3HBHA NPeBpPb3Ka H NpH ACLAa.



CrofmaBane Ha HEKESTAHH PEAKIHA

AKO NONy4MTE HAKAKBH HEKEJIAHK JIEKapPCTBEHH peakyus, yeeaomere Baiuug nekap, gapmaucst Wi
MeAMLMHCKa cecTpa. ToBa BKNIOUBA BCHUYKH Bb3MOMHH, HEOMKMCAHH B TA3H AMCTOBKA HEXKCIAHH PeaKLH.
ModkeTe CbLIo Aa CRODLIMTE HEeXeNnawH peakliH AMPEKTHO 4pes:

H3nbaHuTenna areHuHs no nekapcreara

yn. Jamau I'pyes” Ne §

1303 Codusa

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Karo croGuiapate Hexkenand peakunu, MOXeTe Id AaJeTe CBOA NPHHOC 32 MIOJy4aBaHE Ha MoBeve
undopmauus oTHOCHO 6E30MACHOCTTA HA TOBA NEKAPCTRO.

5. Kak aa cexpanspate Knoseiit 0,05% ma3
Ja ce cbxpaHABa Ha MACTO, HEAOCTHITHO 33 AELA.

Ha ce cpxpanssa nog 25°C.
CpoOK Ha roaHoOCT cnes NbPBO OTBapsAHe: 3 Meceua.

He u3nonseaiite Knoeeiit 0,05% Ma3 ciiefi cpoka Ha NofHOCT 0T0enA3aH BLPXy onakoskata. CpokbT Ha
FOJHOCT OTTOBAPA HA MOCIEIHUS AeH OT [I0COUSHHS MECELL.

He u3xponpnaiiTe JeKapcTsaTa B XaHATH3ALMATA HITH B KOHTElHepa 3a 10MaillHH otragbuy. [lonuratite
Baiuud apMaleBT Kak A2 HIXBBLPIATE JeKapCcTBaTa, KOHTO Beue He uinoaseare. Te3nm MEPKH e
CMOMOTHAT 32 OMa3BaHe Ha OKOAHATa CPeda.

6. CuaLpXkande HAa ON2KOBKATA M AONBLJAHETE1HA HAQOpMANUS
Kakgo cuanpaxa Knoseiit 0,05% ma3s

- AKTHBHOTO BELIECTBO € KIN0GeTa30/10B IPOMHOHAT. 1 g oT Ma3Ta chabpia 0,5 mg knobetaszonos
TPOTIHOHAT.
- JpyruTe CbCTAaBKH ca: MPONKUIEHIIIHKOIL, COPOHTAHOB ceckuonear, 64 Mek napapus.

Kak naraexaa Knoseiit 0,05% ma3 H kakBo ChABLPHAKA ONAKOBKATA
Knogeiit 0,05% Ma3 ¢ 6a1a nonynpospayuna Mas.

AnymuHuepata TyGa chappika 25 g ma3. Beska TyDa e mocTaBeHa 3ae/1HO ¢ HHGOPMALHS 32 IALMCHTA B
KapTOHEHA KyTHA.

IIpuTexaTen Ha pa3pelieHHETO 32 ynorpeda
Bausch Health Ireland Limited

3013 Lake Drive

Citywest Business Campus

Dublin 24, D24PPT3

Hpnanaua




IIpoun3eognTen

Pharmaceutical Works Jelfa S.A.
ul. Wincentego Pola 21

58-500 Jelenia Gora,

floawa

JaTa Ha DOCIeARO IpepasTiAeKIaHe HA JTHCTOBKATA®




