Jincroska: BaGOpMAASR 32 HOTPeOUTEAx

Ansanras® 0,1 % ma3
MEMUWINPEOHU30NOHO8 AHENOHAM
Advantan® 6.1 % ointment
methylprednisolone aceponate

IIpoaeTeTe BHUMATEIBO NANATA AHCTOBKA OPEIH A2 3aN09HeTe A3 NPHEMATE TOBA AEKAPCTEO, Thil

KaTo TH ¢CBALPAA Baxna 3a Bac usdopmanus.

- 3arazeTe TasK THCTOBKA. MOKe [ Ce HATOKH A8 A OPOYETETe OTHORD.

- AKXO BMaTe HAKAKBH JOTBIHHTENHK BEIPOCH, NonuTaiire Bawud nexap win GpapManesnt.

- Tosa nexapcreo e npeanycano Mo Ha Bac. He ro npeorcrenBsaiite Ha Apyra xopa. To MOke A2 uM
HaBpeH, HE3ABHCHMO, M€ NPH3HALIMTE Ha TAXHOTO 3abomBane ¢a ChiuMTe kaTo Bamure.

- AKO TIOJy4iTe HAKAKBH HEXEIAHH JICKAPCTBEHH PeaKLiy, yBeaoMeTe Balua fexap Win GapMaIieBT.
Tosa BKmOYBA i BCHHKH BE3MOKHH HEXKENAHY PEAKLIHH, HEOIIMCAHK B TA3H JTHCTOBKA. Bioxre TovuKa 4

KaxBo CHALDHA TAH JHCTOBKA:
1. Kaxpo npencraensea Axsavtad Ma3s d 33 KaKBO C& M3NOIIBA. B
2. Kaxpo Tpsbea na 3naeTe Npenu Aa nanionssare ApanfBAkNHITENHA AFEHHWﬂ 10 NEKAPCTBATA
3. Kax na manonzpare Ansanray Mas NucmaBKa - (1pUADHKEHLS 2

4. BuaMosKuH Hexenanu peakuuu 074?‘3?4 00 ﬁ,g
5.

6

Kak fa coxpanapare AzpanTaH Maz KoM Pa2. Ne ol s Tsnnsvesss i svesssosssesssns
Coanpikatie Ha ONAKOBKATa H JOITbIHUTENHa HHGOp
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L KaxBo npeacTaBanBsa AABRHTAH M3 H 33 KaKB0 L8435 s

AnpanTaH Ma3 € NPOTHBOBEINANKTEICH IEKAPCTBEH NPOAYKT (KOPTUXOCTEPOUA) 32 NPUNOKEBHE BHPXY
KoxaTa. JIOTHCKS BHINANMTENHUTE U GIEPrHYEM KOXKHH peakiys 1 o6liekuaBa CUMNTOMETE, NpeU3BHKaHR
OT KOXHH npobaeMn KaTo 3avepRsBane (eprrem), 3afefenapane Ha KoxaTa, 3arpy0sapaHe HA KOMXHATA
MIOBBPXHOCT, 32/PhKKa Ha TEMHOCTH (enem), chplex U Apyrd onnakeaHAg (napede uiu Golnka).

AIIBAHTAH M43 Ce H3MO/I3BA 32 JIYEHHE Ha CHIIOTEHHA eK3eMa (ATOITHYEH RepMATHT, HEBPOAEPMUT), eK3eMa
NP Nena, KOHTAKTHA €K3CMA, JereHepaTHBHA, AUCXMIPOTHYHA, HyMYJIapHa eK3eMa WiH HelracuuiMpana
eK3eMa.

AnBaHTaH ce npesiara B B¢ Pa3NH{HU JIEKApOTBeHH GOPME, KOUTO Ca C TOMAMO 3HAYEHHE 32
TEPANEBTHYHMA e(eKT.

2, Kakso Tpa6Ba na 39a¢Te Npeqd A3 U3NOI3BATE AXBAHTAN MA3

He usnosa3saiite AapanTan Ma3

- aKO CT€ aNEPriHyHH KbM METHINPEAHN30IOHOB alENOHAT WIH KbM HAKOA OT OCTAHAJIMTE CHCTABKY Ha
TOBA JIeKapcTBo (H30pOeHH B TOYKA 6)

- aKo cTpanare o1 TyGepkysio3a uin cubuIic B 30HATA Ha JIEYeHHe, OT BUPYCHH 3a6oagpanna (Hanp.

liapka/Bapuliena, XEPREC), OT PO3ALCa, IEPHOPATIEH JEPMATUT, A3BH, AKHE BYNITAPHC, ATPOPUIHE KOKHM

3a00N9BAHMA WIH CIIEABAKCHHATHE KOKHH PERIH B TPETHPAHATA 30HA

- OaktepHanHi U ThONYHM 3a00NSBaNKA HA KOXKATA

Hpenynpexaennn B NPeANAIHM MepKA

Fosopere ¢ Baurms nexap wm gapMalesT npey Aa W3Tion3sare AJBaHTaH Ma3

¢ Axo Baumnar nexap npenesy, ue koxsoro Bu saonspatie ¢ npuapyseHo or
uadexima. Heobxoauma e gonsnnvTenHa cienuduyna Tepanus.

*  AKo npusarare AJBAHTaH Ma3 Ha JIMLIETO, TpAOBa 1a H3bAreare KOHTAKT C 04

® Axo npunarate AIBaHTal Mas, TpAbsa 2 H36ATBATe KOHTAKT ¢ XRAGOKH OTBO
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* Axo cTpanate 0T rnaykoMma, KHGOpMRpaitTe eKaps cu.
¢ Jlokandny MHPEKIHN HA KOKATa MOTAT 8 C& YORIAT APH IOKATHO JISYEHHE ¢ TIIOKOKOPTHKOM/IM.

FJHOKOKOP'IHKOHL!HTG Tp!lGBa 713 C& H3TIOM3BAT CAMO BRE BL3IMOXKHO Hali-HHCKa 1034, ocobeHo Ipy OCSlia, H CaMO
TOJIKOBA JBJITO, KONKOTO & abComoTHO HCOGXOJIHMO 34 IOCTHIAHES H TIOMABPKANC HA XKEIAHU TepaneBTHUCH Eq)eKT.

HsBecTHo e 0T cHcTeMHO NpWIOKEHNE Ha KOPTHKOWIN, Ye MOXE a C¢ PasBHe FIayKoMa NpH YIoTpea Ha
SOKATHH KOPTHKOHAH (Hanp. c/iell BCOKA 11033 KK MPONBIDKHTETHO TPHIOKEHHE, OKTy3HBHH NPEBPBIKH,
WIH [IpY OPHIOKEHHE Ha KOHKATA OKOJIO OUHTE).

[IpoxbIKUTENHOTO MPHIICHKEHHE Ha NOKATHH KOPTUKOCTEPOMIM BLPXY OGIHMPHH 06H&CTH OT TAIOTO H 0COBEHO
NPH OKITY3uA, 3HAYHTENHO YBEAKRHABA PHCKA OT HEXENIAHN IeKapeTBeHH peakuny, [lefenure, Kakro u
HHTEPTPHTHHANHHATE 06/1aCTH, MOTAT 2 Ch3NakaT OKIY3HBHY YCIOBHA,

He ce nabmonaea napyulenue Ha pyHxumsra Ha HanG6peynaTa jxk1esa NpH Aeua, korato Axganras 0.1%
Ma3 Ce HaHacd BRPXY obmupra ofnacr (40-90% o xoxHaTa HOBBPXHOCT) P HEOKITy3UBHO Nevenme. [Ipn
NEYEHHE Ha TOIEMH YYACTHUM OT KOXKATA, POAWDKHTETHOCTTa HA JISYSHUETO TPAGRSE 13 ¢ BB3MONKHO Haii-
KpaTKa, Karo BB3MOKHOCTTA 34 a6copOiuin MM cHCTEMEH eeKT He MOMKe HRNRIHO Na C& H3KMOH,

Ceupere ce ¢ Bainus nexap, ako MMaTe 3aMBITICHO 3PEHAE MW APYTH 3PHTETHE CMYLICHHA,

AKO ABaHTAH Ma3 ¢€ NIPAIAra BPXy aHANHATE WM TeHMTANHHTE 0OMaCcTH, HAKOH OT HETOBHTE CHCTABKHA MOTAT Ad
HAMAJIAT 3APaBHHATA HA IPOXYKTH OT NATEKC, KATO NPe3CpBaTUBN WIH quadiparMH. TOBA I'H NpaBgH NO-MANKO
e(eKTUBHM KATC METORA 33 IPEANasBase OT GPEMEHHOCT Wik 3a0IHTA CPelTy NOJOBO Ipelasany 3ab0ABaHNMA, KATO
HIV undexuus (CTTHH). Axo ce Hysinaere oT RONBIHATeNnHA UHDOpMALWA, nomdraitte Banms nekap win
(apmartent.

Jena H 10H0WH
AzBantan Ma3 He TPAGBA fa Ce MPMIIAra IPH OKITy3HBHY yeiuoRHd. MMaiiTe Npemsun, de nNelcHETe MOTAT Aa
CH3JAAAT OKJIY3MBHH YCIIOBUA.

Apyra aexapcrsa # AABAHTAH Ma3
HUndopmupaiire Baums nekap wiv GapMailesT, ako MpHEMATe, HACKOPO CTE IPHEMANH WIH & BE3MOXKHO 4
NpHeMeTe ApYrH JIEKapCTBa.

BpemenHocT, KbpMehie B QepTaiuTeY
Ako cTe GpeMeHHa HITH KEPMHTE, CMATATE, e MOXe Ja cTe GpemMenHa Wik miaHpaTe 6peMeHHOCT,
nocueetBaiite ce ¢ Baunin exap nag dapmaitlesT npeaH ynotpedara 1o8a ICKAPCTEO.

Bpemennoct
HiMa ROCTATEYHO JAHHHK OT IPWIOKCHHE HA AZIBANTAH Ma3 NPY GPEMEHHN KEHH.

Axo cre bpeMenna, Bamnsst Nekap e npeucHH Zand 2a By npeanuvine ANBaHTaH Mas, Taka de MOJIa
yBEOMETe 1o 3a ToBa. Kato npasiito, IpogyKTH 32 NOKAITHO NPWIOKEHWE, CHIBPKALIM KOPTHKOCTEPOH M,
He TpabBa 1a ce NpunaraT Npe3 MbPBATE TPH Mecena Ha OpeMeHHOCTTa, Peluiia enMaeMUONOTRIAH
NpOY4RAHuS COUAT, 4€ BEPOATHO MOKE A4 UM NOBHUIEH PHCK OT YCTHH UENKH Cpell HOBOPOASHHUTE OT
KEHH, KOUTO ca GWIN NIEKYBaHH C MIIOKOKOPTHKOHAH 110 BPeME HA BPBOTO TPHMECEUME OT GPEMERROCTTA.
.Ocofeno TpeTHPaHETO Ha FONIEMH YYACTBIH, TPOAB/DKHTETHO NPIIMKEHAE MNH OKNy3MBHH IPEBPLIKHU
cnenea na ce uibarea.

Knpmene o
He ¢ #3BecTHO Ja18 METHNNPETHUIONOHOB ALETIOHAT C& OTRE/N B YOBEINKATA Kb %ﬁ&
ROKAIHO NPHIOKEHEA ABAHTAH Ma3 MOXE 53 JOBEJE [I0 CHCTEMHO OTAENAHE
ALIeNOHAT A0 YCTAHOBMMY KONMYECTBA B HOBSWIKATA KEPMA,




AXO KbpMHTE, He TpAOBA Aa HAHACATE AlBAHTAH Ma3 BBPXY Ibp/nTe. Jlekapat e npeueny samm ga Bu
HpeAnHine AZIBAHTAH Ma3, aKO KbPMHTE, Taka ¢ € HeoOxoaumo Aa ro MHdopMHpaTe 3a ToBa. TpPeTHpaHEeTo
Ha rONeMH YHaCThilH, NPOAB/DKHTENHO IPHIOKEHHE HiH OKTY3HBHH MPEBPL3KH ClICaBa Na ce M3barsar no
BpeMe Ha KbpMeHe.

@epruauTeT
Hsima nanyuna udopMaus 3a BIMAHHETO HA METHINPEJHH30NIOHOB AURTIOHAT BEPXY (EPTHIHTETA.

Mogupane » pabora ¢ MAMAHK
AzBaHTaH Ma3 He BaWAe Ha criocofHocTTa Ha iwodupare ¥ paboTa ¢ MAIHAHY,

3. Kak 1a m3n0/38aTe AABAHTAH MA3

Bunaru p3nonapaiite T0Ba JJEKAPCTRO TOUHO KakTo By ¢ kasan Bawmar gekap. A0 He CTe CHIYPHH B HELIO,
nonuraite Baimg nekap WM dapManesr.

Bautust nekap me peum xod GopMa ABanTaH e HaR-noaxozAWwA 3a Bac (kpem uim Ma3). OcBeH axo He e
TIPEJINKCAHO APYrO OT Jiekap, TpAGBa Na Npriarate AZBAHTAR Ma3 Ha THHBK CIOM, BEAHEXK THEBHO BBPXY
3aCerHaTUTe 00IACTH H ¢ BTPHBAT JEKO.

Tpontmxurentoctta Ha ynorpeba He TpaGRa fa HansAmapa 12 cenMHIY NPH BH3PacTHH,

¥Ynorpeba npH gena 1 WHOWA
BesoniacuocTTa Ha AABaHTaH Ma3 NpH JELA HA BE3PACT NOJ 4 Meceila He € YCTAHOBEHa.

He e HeoGxoamma kopexiya Ha 103ata KoraTo AIBaHTaH Ma3 ce npmiara npy 6ebera, neua u losonm. [To npuHIMD
NPOABDKATEAHOCTTE Ha ynoTpe6a He TpabBa Ja HANBMINABA 4 CEIMMIM [P NIENA. -

Ako uMate BrieuaTNeHne, Ye eekTLT Ha A/(BAHTAH Ma3 € TBHPAE CHICH HIH TBBpae ¢1ab, chobuere Ha
Bamus nekap win gapmanest.

AKO ¢Te H3NOJI3IBAIH NOBeYe 0T HeoGXoNuMAaTa 1033 AXBAHTAR Ma3
He ce ouaksa puck npH eAHOKPATHO Opefo3HpaHe (KOTaTo e NPWIOKEH SNHOKPATHO BhPXY OGMMPHA KOXKHA
30HA)} KM 1PY CTyYaifHO NepOPATHO NOTNbIlAHE,

AXO cTe HPONYCHAJIE Ja H3N0/I3BAT¢ AABAHTAH MA3

He npastaraiite gsofina go3a Agpanran Mas, 31 1a KOMIOEHCHpPATE MPOMYCHATATA 1038, TIpoaBIKeTe
ynotpe(ata Taka, KakTo By e npeanvicaso ot Bamws Nekap Wid Criopes OMUCAHHETO B THCTOBKATA 33
NaLHeHTa.

Axo cre copens ynorpebaTa Ha AJBanTan Ma3

Axo cTe cnpenu ynoTpe6aTa Ha ANBAHTaH Ma3 NPeXKAEBPEMEHHO, HAUATHHTE CHMITOMI MOTaT OTHOBO /2 cé
noaBat. Mons, ysenomere Baina nexap vny papManest Npem Ja NpeyCTAHOBHTE JeYEBHeT0 ¢ AABAHTAH
Mas.

AKO ¥MAaTe HAKAKBH AOMLIHUTEIIHN BHIPOCH, CBEP3aHH ¢ ynoTpefaTa Ha TOB3 NEKAPCTBO, HOMKTANTE
Bamns nekap wig papMavesT.

4.  Bob3MoKHH HeKeNAHM Peakunn

KakTo BCHYKH IEKapCTBa, TOBA IEKPCTRO MOYKE a HPEAH3BHKA HEXCTIAHH PEaKIHY
rd noJy4agsa.

QueHkaTa Ha HeKeNaHuTe peaxunu €& OCHOBABA HA CISAHNUTE YECTOTH:
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MEOTO YecTd (>1/10); sectrt (>1/100 a0 <1/10); newectn (>1/1,000 o <1/100), peaxu (>1/10,000 zo
<1/1,000); muoro peaxn (<1/10,000), ¢ HeuspecTHa uecToTa (He MOKe /1a 66/ie HAPABEHA OLIEHKA OT
HWIHSMHHTE NaHHH)

- Yecrm:
- [apeHe Ha MACTOTO Ha NPUNOKEHHE, ChpOek Ha MACTOTO HA NPHIOKEHNE
- Hewectu:
-~ 3auEepBABAHE (SPHTEMA) HR MACTOTO Ha NPHIOKEHHE, CyXOTa Ha KOKATA HA MACTOTO Ha
IMPUTOKCHHE, MCXYPH HA MACTOTO Ha NPIICKEHHKE, TPA3HEHE HAa MACTOTO HA NPHIOKEHHE, eK3eMa
Ha MACTOTO Ha NpWIGKEHHE, NepUpeper OTOK, H3TEHARAHE Ha KOXaTa (aTPOQHA), KPLBOHITHBHH
neTHa (eKXHMO3H), BakTepuanHa Muexuus Ha koxkara (MMIETHTO), Ma3Ha KOXKa
- C HeH3BECTHA YECTOTA:
~  aKHe, NOABA HA YEPBEHH TIE€THA (TCNCAHIHEKTA3HA), KOXKHH CTPHHE, CIIeIH(HYHO BLINANCHHE HA
KOXaTa B 00nacTTa Ha ropHaTa YeTHA | Gpanyukara (IepHOpaieH JEpMaTHT), NellMI MeHTaIN Ha
KOXaTa, AMCPrHvHE KOKHA PEAKUHMH, Bh3naneHHe Ha GoMHKyIHTe Ha KochMa (ponukynur) ua

MACTOTO Ha NIPUJIOXKEHKE, SACHIIEH PACTEIK HA KOCMHTE (XMIIePTPHX03a), CBPBXYYBCTRHTEHOCT KBM
JIEKAPCTBOTO

- 3aMBINIEHO 3peHye

CrhofmaBade HA HeXEIAHR PEAKIEH

AKO IIOJIyuHTE HAKAKBY HEXKETAHH NEKaPCTBEHN peakiiuy, ypeqomere Baunia nexap unn dapmanesr. Tosa
BK/IIOUBA BCHYKH BL3MOKHE HEONHCAHM B Ta3H THCTOBKA HEXEAaHH peakuiH. MoxeTe ChIL0 Aa chobuimTe
HeKeJaHH peakiiiy JHPEKTHO upes

HannaHHATeIHA ATEHIA IO JEKAPCTBATA

v, Jamse I'pyes™ Ne 8

1303 Codmn

Tem: +359 2 8903417

yebcaiT: www.bda.bg.

Karo cxobmaparte Hexenany peakiliu, MOKETe 1a JaJ€Te CBOA IPHHOC 3a NOMYYaBaHE HA TIOBEYe
aH(oOpMalni OTHOCHO 6€30NIaCHOCTTA Ha TOBA EKAPCTRO.

5. Kax na chxpaHaBate AXBRHTAH Ma3
Ja ce ¢BxpangBa Ha MACTO, HEJOCTEHIHO 34 AELa.
Ha ce coxpaHsasa npu Temaeparypa rion 25°C,

He nanonseaiire TOBa IEKAPCTBO CIIE CPOKA HA FOMHOCT OTOE/A3aH BbPXY TyGATA M KAPTOHEHATA ONAKOBKA.
CpoKbT Ha FOHOCT OTTOBAPA Ha TOCIEIHHUA ACH OT NOCOUCHHI Mecetl,

He maxpbpnatite nexkapcrsara B KAHAIM3AUHATA WIH B KOHTeHHEPa 33 JOMAWHH oTnaasuy. [Tonuraiire
Bamusa gapMalieRT KaK Aa #3XBbpiATe JICKAPCTEATA, KOMTO Beve He manonseare . Tesu MEPKH LIE CHOMOTHAT
33 ONa3RaHe Ha OKOITHATA cpela.

6. Chanpxanne Ba ONAKOBKATA ¥ JOWLIHHTETHA HHGOPMALHA

KakBo coaLpxka AJBaRTAH Ma3

- AKTHBHOTO BEWIECTBO €: METHINIPEAHH30I0HOB auenonar (methylpre
- Hpyrure chetaeky ca: 64n, Mek napaduy; Teven napadun; 6an nues
NPeYHCcTeHA BOSA.



Kax Rarnexna AZBaBTaB MA3 B KSKBO CHABPKA ONAKOBKATA
Tybu or 15 g, 30 g mnu 50 g.
IpuTexkaTen Ha paspenieHHEETO 33 YNOTPeGa M NPOH3IBOAHTEST

IipaTexares HA PaspemIeHAETO 33 yHOTpeGa
LEO Pharma A/S

Industriparken 55

DK-2750 Ballerup

Hanug

TponasoanTtea

LEO Pharma Manufacturing Italy S.r.L
Via E. Schering 21

20054 Segrate (Milan), Hranng

AaTa Ha pocnenno NMpepasriexiane Ha JACTOBKATA : 08/2022
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