Jlucrosra: nupopmauns 3a norpeodnre s
, LI IR D L)€

beraxepm A 0,5 mg/g + 30 nigf g Ma3
Bemaviemaszon + Cannnriosa Kuce.nmna é'/z ;a 3/{ 75 -02- 2075

Betaderm A (0,5 mg/g + 30 mg/g ointment
Betamethasone + Salicvlic acid

[Ipouerere BHHMATE/HO UAJIATA JIHCTOBKA, NPE/IH /1a 3aM04YHeTe /1a H3M0/13BaTe TOBA

JIEKAPCTBO, Thil KATO TH CbAbP/ARA BakHA 32 Bac undopmauus.

- 3anazeTe Ta3u JAUCTOBKA. MozKe 1a ce HanokKH aa s NpoUveTeTe OTHORO.

- AKO UMATE HAKAKBH JIONBAHHUTEIHH BbNPOCH. nonutate Bawwus nekap miau ¢dpapmauesT.

- Toea nekapcTBo € npeanucato aMyHo Ha Bac. He ro npeorcrbneante Ha Apyru xopa. o moxke

714 UM HABPEAH. HE3ABUCHMO Y€ MPU3HALIMTE HA TANHOTO 3a0oisaBaHe ca cbliuTe KaTto BawmuTe.

- AKO NOJIYUHUTE HAKAKBH HEKEIAHH IEKAPCTBEHH peakUMH. VBe1omeTe Bawus iexkap uiu
dapmauesT. ToBa BKJIIKOUYBA U BCHYKH Bb3MOKHH HE/KEAHW PEAKUMH. HEONHCAHH B Ta3H
nuctoBka. Bukre Touka 4.

KakBO ¢bAbpPAKA TA3H JIHCTOBKA:

KakBo npe/acrtapnsasa beraaepm A ma3 v 3a KakBO €€ U3M0J13BA
KakBO TpsOBa 1a 3HaeTe. npeaun aa u3nonassare beraaepm A mas
Kak na w3nonseare beraaiepm A mas

3b3MOKHH HEKENaHW PEaKLHH

{aK aa cbxpanasare beragepm A mas

CbabpkaHue Ha OMAKOBKATa M 10MbJIAHUTEIHA HH(pOpMaLLKS

AT S I B B

Gl

1. KakBo npeacrasasia beragepm A ma3 o 3a KAKBO ce H3M0./13BA

berazepm A noa popmara Ha Ma3 CbAbpsKa ABE AKTHBHH BELLECTBA, OeTaMeTa30HOB JAMIPONHOHAT U
CA/TMLIHJIOBA KHCETHHA.,

betamMeTa30HOB AUMPONHUOHAT € CUHTETHUYEH (PIyOpHpaH KOPTHKOCTEPOHU,1 C MOLIIHO JIEHCTBHE.
Korato ce u3no3sa J10OKajaHo. TOW HaMaJsisiBa Bb3NajJeHHeTO Ha KOoKaTa U cbpOeka U CBUBA
KPbBOHOCHHTE Cb10BE.

CanvMuunoBara KMCEJIMHA NMPpHJI0KCHA JIOKAJITHO OMCKOTABA KECpAaTHHA H BPOIrOBCHHA KOYKECH CJIOH Ha
ClHACpMHCa H E‘I{C(l}ﬂﬂlipﬂ CIHHIACPMHCA. KATO MMO3BOJIABA HA OeTaMeTa30OHOB AHUTIPOTTHOHAT 1a
JOCTHIHC KOZKaAT.

[Tokazauusn
JlekapcTBeHUAT NpoayKT betaaepm A ma3 € nokasad 3a JOKaJAHO JIeUE€HHE HA NMOAOCTPH U XPOHUUHH

AEPMATO3HU KaTO HANpPUMEP MCOPHA3HUC, TEKKH (POPMH HA aTOMHYUEH JIEPMATHT. HEBPOAEPMATHUT
(rteepooepann). TAXEH MIaHyC, TEKKH (POPMHU Ha eK3ema (BKIIOYUTETHO HYMYJlapHa eK3ema.
KOHTAKTHa eKk3ema).

2. KakBo Tps0dBa aa 3Haere, npean aa usnouassare beragepm A mas

He m3nonsBaiite beragepm A mas3

- AKO CTE aJepruyHu KbM OeTaMeTa30HOB JHMPONHOHAT U CATTHLIMI0BA KHCETHHA UL
HAKOS OT OCTAHAJIMTE CCTABKH HA TOBA JIEKapcTBO (M30pOEeHU B TOUKa 6):

- npu 0akTepuanHu (Hanp. TvOepKyJ103a. CH(PHUANUC). BUPYCHH (XEPrec CHMILIEK
30CTEp. BapuLeaa).rbOMYHH M Napa3uTHU (Hanp. Kpacta) 3adonsBaHUsA HA KO

- NpPH aKHE BYJIrapuc;

. NpH aKHE po3alles:

- [Py AepMaTHT OKOJIO VeTaTa:




- BbPXY KO/KATa HA JUUCTO:
- NPH OOPHEB OT NENLHH;

- NPH FeHUTANEH W NEPHAHANEH CHPOLK:
- NpH aeua Ha 8b3pact noa 12 roauuu.

[IpeaynpexaeHis H npeanaiHd MepKH
[ oBoperte ¢ Bawus nekap HaK papmauesT. npead 1a v3nosisBate betanepam A.

[ [punoAKeHHeTo Ha JIERAPCTBOTO BLPXY MONAMA KOAKHA NOBBLPXHOCT TPAOBa Na ce n3darasa, ocodeHo
npH aeua.

JleuenuneTo He3adaBHO TPAOBA 1a Ob1e CNPAHO M 1A C& KOHCYJATHPATE ¢ NEKap. B CYUai ue ce NOfBAT
CHUMNTOMH Ha KOXKHO pPa3apa3HEHHE. CEHCUTHU3ALUHA HITH MPEKOMEPHO CyYXa KOXKa Mo BpeEME Ha
yvnoTpedara Ha betanepm A mas.

AKO ce noaBH DaxTepuanHa HH(peKUHa . BawunaT nekap we Ha3HauUu NOANOASLEO AHTHOAKTEpHANHO
neyeHue.

[Ipu ynoTpeba Ha NEKApPCTBOTO MOXKE 1a C€ NMOABAT HEKENAHH PeakuHH. N0 00HU Ha HA0NI0NaBaAHUTE
MPH CHCTEMHH KOPTHKOCTEPOHIH, BRAKUYHUTENHO NOTHCKAHE HA Yy HKUMATA HAa HanObOpeunaTa xnesa.
3aToBa M30areaiiTe ynorpeda Ha NexapcTBOTO BLPXY IOMEMH KOKHH MOBLPXHOCTH. PAHH, YBPEIeHa
KOXKa. B FOIEMH KONUUECTBA U 3a NPOAB/DKUTENIEH NEPHOA OT BpeMe. B cayudaii Ha ynoTpeda Ha
NeKapcTBEHHA NPOAYVKT NPH Taknea odbcToaTesIcTRa, TPAOBA 2a ce npeanpueMaT CneuHantHi
Npeana3Hu MepKH.

BaxkHo na ce noaxoau ¢ ocodeHa npeana3nuBoOCT, ako Ce AeKYBatTe oT ncopHazuc. Ynorpedara Ha
JIEKAPCTBOTO fIPH MCOPHAIUC MOKE 1a NPUUHHH PEUHIAHBH CACT pa3BHBAHE HA TONEPAHC, PAa3BHBAHE
Ha reHepanuinpaH NycTyN03eH MCOPHA3ZUC U CUCTEMHA TOKCHYHOCT, NOpaH Hapy LIEHHE HA
OapuepHaTa PYyHKUHA HA KOXKaTa.

JlekapcTBOTO He TpaOBa Ja ce H3NOI3Ba N0 OKNY3HBHA NMPEBPB3KA. Thi KaTO TOBA MOXKE 1a 10Beje
10 3acuaeHa abcopOuMa HA KOPTUKOCTEPONUIA NP3 KOKATA.

He ¢ 32 O4HO NPUINOKEHHNE,
U10areaiiTe KOHTAKT ¢ OUUTE WM AWraBULUMTE.

CebpeTe ce ¢ Bawma nekap. ako UmMaTe 3aMbIrIeHO 3PEHUE UAM APYTH 3PUTENHH CMYLUEHHS

Heua

He ninonzsadite npu aeua noa |2 roauiuHa Bb3pacr,

H3nonseaiite ¢ noBUWEHO BHHAMAHKWE NpH Aela Haa |2 roaMwHa Be3pact. Jleuara ca no-noaariveu B
CPABHEHHE ¢ Bb3PACTHHTE KbM MOTUCKAHE HA XHNOTAMAMO-XUMOMH3aAPHO-HANOBOPEUHATA OC H KbM
NOABATA HA CMEUMPHUYHH 3a KOPTHKOCTEPOUIAUTE HEHKENAHH PeaKkLHH.

[foTHckaHe Ha xunoTanamo-xunoduzapHo-HandwLOpeuHata oc. cuHapom Ha Kvumdr, 3adasaHe Ha
pacTe’ka B MOKAYBAHETO HA TEECHA MAca U HHTPaKPaHHWATHA XHNEPTEeH3UA ca OUIK ONUCAHU MpH
ynoTpeda Ha NOKANHH KOPTHKOCTEPOUIH NPH aeua.

Apyru gexkapcerea n bertaaepm A ma3
Uudopmupainte Bawuna nekap unu dapaauest. ako npuemaTe. HAICKOPO CTe NpHEMAaNH
BB3MOYKHO Aa NPUEMETE APYIH JIEKapCcTRa.
Hanma Hann4uHy nakHu.




bpeMeHHOCT I KbPMEHE
AKO ¢Te OPEeMEHHA MK KbPMHTE. CMATATE. Y€ MOKE J1a CTE OPENMEHHA WA TUTAHHPATE OPEMEHHOLT.
nonuTaiite Bawwa nekap v papmMaueBT Npead 1a H3NOA3BATE TOBA JICKAPCTBO.

He Tpadea na w3nonssate betajepy A no Bpeate Ha OPEMEHHOCT. OCBEH 30 KPATRKOCPOUHO NIEUEHHE HA
MATBK €1TMHHYEH VUACTBR HA KOJKaTa.

lepopanHuTte hopmu (Hanp. TaOAETKH) OT TO3H KNAC NPOAVKTH MOraT 1a NMPUUHHAT HEKENAHH
DeakLUHH APH BCE olIe HEPOaeHOTO By 0ede. He e niBecTHO Qa:m ChuHTE pPUCKOBE €& OTHACAT 3a
beTajepM A, KOraTto ¢€ H3NOA3Ba BbPXY KOXKaTa.

He e H3BEeCTHO Aany KOPTHKOCTEPOHINTE NMPEMUHABAT B KbPMATA CJle1 TOKATHO NPHJIoKEHHE.
Bawunsat nekap we pewn JanM 1a ce NPEKpaTH KbPMEHETO WAK 14 Ce NPEKPATH NPUAOKEHHUETO HA
nexkapcTaoTo betanepm A na3. KaTo ce B3eMe nNpeasHa NOA3aTa OT KbPMEHETO 3a AeTETO U non3ara oT
NEeYEHHETO 3a MalkaTa.

lllodixpane n pabora ¢ MalIHHK
[TpoayvkTbT beTanepm A Ma3 He BiMse BbPXY WOPHUPAHETO U padoTara ¢ MaLLUHM.

3. Kak na n3nonssate berazepm A ma3

BuHaru winonipaite TOBa eKapCcTBO TOYHO KakTo Bu e kazan BawmaT nekap. AKO He CT€ CHIYPHH B
HeWwo. nonuTaiTe Bauina nekap unu dpapmauesT.

BonipacTHn 1 aena Haa 12 roamuu

OBHKHOBEHO. MATKO KOAWYECTBO OT siekapeTroTo (0.2 — 0,5 cm ma3 Ha [0 ¢cm” KO3KHA MOBBLPXHOCT)
TPAOBA /1@ ce Npunara BuPNY 3aCerHaTaTa KOXKHa NOBbPXHOCT H HEXHO Ja C€ BTPUBA 1Ba MTHTH IHEBHO
(CYTPHH H BEUEp).

Ynorpeda npu aeua noa 12 roannu
JIeKapcTBOTO He € NpeaHa3sHayeHo 3a vinoTpeda npu aeua noa |2 roanuwHa Bb3pacT.

IpoabIANTETHOCT HA J1CYEHHETO

B Harkou cnyuan Bawust nekap moxe 1a By noceBeTBa 1a NpHAaAraTte JieRapcTBoTO NO-pAIKo.
JleueHueTo He TpadBa na npoabvakasa noseue oT 14 aHu. B cavuah Ha peuraue. Bawuat snekap we
NPEUEHH TaTH JIEHEHHUETO MOXKE 1a C€ MOBTOPH.

AKO umaTe yceluate, ye edexta Ha betanepm A e npeKaneHo cHeH UK NpeKaneHo ¢1ad, yBeaoMeTe
Bawus nekap.

AKO cTe H3MO/13BAH MOBeye OT HeoOxoanmaTa a03a beragepm A ma3

[TPOABLAKHTEIHOTO NPHACKEHHNE HA IEKAPCTBOTO MOXKE 1a MPUYUHH NOTUCKAHE HA PVHKUWHUTE Ha
xHnoranamo-xunoduzapHo-HaadbLOpetHaTa 0C, KOETO BOAM 10 BTOpHUHA HA10BOpeuHa
HEOCTATBHHOCT H XHNEPAKTUBHOCT Ha HAN0BOPpeuHaTa Kopa. BRIKUHUTEAHO CHHAPOM Ha Ky ILKWHE,
OcBeH TOBA. NPOABLAKUTENHATA YNOTPeda Ha EKAPCTBOTO HAH MPHIOKEHHETO HA FONEMH J03H MOWKE
1a NPHYHHH OTPABSHE CbC CANULIMIOBA KHCEAHHA.

B cayuail Ha npeno3xpade HA NEKAPCTBOTO. BaWWUAT IEKap We HA3HAYH NOAXOAALLO CUMITTOMATHUYHO
neueHue. OCTpUTE CHMITTOMH HA Npea03HpaHe Ha HaAN0bOPEeUHH NOPMOHH OOHKHOBEHO €A DﬂpﬂTHMH
AKO € HeoOX0auMO, BaluMAT nekap we noaabpAa eNeKTPOJHTHUA 0anaHe U B CAVvuai
OTPaBAHE WE Ce Npenopbua DABHOTO. NOCTENEHHO CIIMPAHE HA JIEKAPCTBOTO.,

B cayuail Ha oTpaBdaHe CbC CANHUHAOBA KHCETUHA, IEKAPAT LUE NPpeanpHene Mep
OCBOOOXKIaBAHE HA TANOTO OT canuuMiaTuTe.

AKO cTe NpPoNyCHAaJIH Aa n3nogassate berazepm A mazs



AKO ¢Te NPONVCHAAH 1a W3NOA3BATE NERKAPCTBOTO B TOHHOTO BpeMe., HINOA3BAHTES MO BEaHara Lol ¢H
CMOMHHTE H ¢lie] TOBA NPOIBAKETE NPHACKCHUETO KAKTO 00HKHOBEHO. He H3noa3BaiiTe 1BOHHA
n03a. 3a.1a KOMASHCUPAaTe NPONyVCHaTara.

AKO MMATE HAKAKBH TOMbAHHUTEAHH BBNPOCH. CBBP3aHH C VIOTPELOATA Ha TOBA NEeKapCTBO. MONHTaHTe
Bawusa nekap unu rapmaliesrt.

4. Bb3iMORHI HeXReNaHN peakKUHH

KakTo BCUUKH JCRKAPCTBA. TOBA NCKAPCTBO MOKE 14 IPECAHIBHKG HOARCIAHH PCAKUHH. BBITPEKH HC HE
BCCKH I'H NONvVHaea.

CneHUTE HeKEeNaHH peakuHH MOraT Ja Ce MOARAT MO BpeMe Ha nedeHue ¢ betanepm A;
C nenipecTHa 4ecTOTA (OT HAJTHYHHTE JAHHHE He MO/Ke 12 Obde HANPABEHA OUEHKA):

HapyLICHHA_HA OUHTE: 3AMBINEHO 3PEHUE.

HapvwieHna Ha KO/KaTa: NapeHe. Chpoek. pa3apa3zHEHHE, CYXOTA HA KOXKATA. Bb3MANEHHE Ha
KOCMEHUSA (POTUKY. NPEKOMEPEH KOCMEH PacTesK. NOAOOHHU Ha aKHE NIe3HH. 1ETIHFMEHTAUUS Ha
KOKaTa. Bb3NaneHHe Ha KOXKAaTa OKOJIO YCTaTa, aneprudeH KOHTAKTEH ASpMAaTHT. Malepauus Ha
KOKaTa. BTOPHUHH UMHPEKUHH. aTpodHA HA KOAKATA. CTPUH H TONMTHHHHU OOPHBH.

[TopaaH CbABPKAHUETO HA CATHLIMIOBA KUCENHHA B ICKAPCTBOTO. MOMKE 1a €€ NOABH BBLIMANCHHE Ha
KOZKaTa NpH NPOABLIKHTENHA yNIOTpeda.

KaTto pe3yvartat oT adcopOums Ha aKTUBHHTE BELUECTBA B KPbBOOOPALLEHHETO. MOTAT 14 CE MOABAT
OOl HERENAHH PEAKIIMK HA OeTaMeTa30H (Cneur@HUUHH 3a KOPTUKOCTEPOUIH) U CATHILMIOBA
KHCENHHA.

OO0LWM HeKeNaHW PeaKUMH MOTaT 1a C€ NOABAT OCOOECHO B CNYUYaH Ha NPOABLAKHTENHA vnoTpeda Ha
NEeKapCTBOTO. Y NOTPeda BLPXY roJIeMH KOAKHH NOBBPXHOCTH H NPH aeua.

Coho0maBaHe Hi HeXKeJIAHH PeaKUHH

AKO NONAVUMTE HAKAKBH HEKENAHH IeKapCcTBEHH Ppeakurd. yeeaomete Bawnga nexap. papMaueBT vy
MEAHUHHCKA cecTpa. TOBA BKNIOUYBA BCHYKH Bb3MOAKHHN. HEOMHUCAHU B Ta3W JHCTOBKA HEXKENAHU
peakluuu, MoxeTe cbLo 1A ChOOLLMTE HEeKEMAHU PEAKUNHU AHPEKTHO Ypes:

HM3nbvaHUTEenHa areHUMa No NeKapcTRaTa

v, Janise [pyes™ No 8

1303 Copus

Ten.: +359 2 8903417

veOcanT: www.bda.bg

Kato cboOLlaBaTe HERKENAHH PEAKLHH. MOKETE 1A NaJeTe ¢BOA MPHHOC 32 NOAYHABAHE HA NOBEYE
HH(OPMAaLHA OTHOCHO 0€30MacHOCTTa HA TOBA JEKapCTBO.

S. Kak 1a coxpanssate berazepm A Ma3
Ja ce cbxpansasa noa 25°C.

(nen NbLPBOTO OTBAPAHE: W3NONIBANTE B pAMKUTE Ha 2 ceAMHUM.
Ha ce cubXpadsBa Ha MACTO. HEAOCTBLNHO 3a Aeua.

He u3nonieaiite ToBa NeKapCTBO clel CPOKa HA FOAHOCT. OTOENSA3aH BbPXY KapTo
cnen ..l onen no:”. CpOKBT HA INOAHOCT OTrOBapa Ha NOCACAHHA A€H OT NOCOUEH




He W3xBBLpAgiiTe NEKAPCTBATA B KAHAIHZAUMATA HAH B8 KOHTCHHEPA 32 JOMALUHH OTNABLUH.
[TonuTadiTe Bawusa apMaUeBT Kak 1a H3XBBPAATE NEKAPCTBATA. KOHTO BeUe HE Wi3noaieare. Tesu
MEPRKH LLE CITOMOMHAT 34 ONa3BaHC Had OKOJI HaTa Cpcla.

6. ChabpRaHHE HA ONAKOBRATA I 10N bAHNTEAHA HHPopManng

KakBo cuanpxa beranepm A mas

- AKTHBHHUTE BCUICCTRA Ca OCTAMETAIOH ¥ CANHMUUNOBA kKHcenrHa. | ¢ maz ecvabpka (.5 my
OeTaneTa30H (KaTo OeTanseTa3eHOB AMNponyoHaTt) H 30 Mg cannuMIOBa KHCETUHA.

- HpyriTe ChCTaBKH ¢a napadpuH, TEHEH U NapaprH. 0an Mek.

Kax m3riiesxaa beragepm A Ma3 11 KAKBO ¢bAbPAKA OMAKOBRATA

betazepm A sia3 e 0s1a Uav nouTH O64na, noaynpopayHa. MasHa. MEKa Maca.
AnymuHueBaTa Tv0a cbhabpika 15 nam 30 g nas.

[IpuTexRaTen HA paspeHieHNETO 32 ynoTpeda
Bausch Health Ireland Limited

3013 Lake Drive

Citywest Business Campus

Dublin 24, D24PPT3

Upnanaus

[Ipon3soanten
Przedsiebiorstwo Farmaceutyvczne Jelta SA
ul. Wincentego Pola 21

58-500 Jelema Gora,
[Tontwa

Toea 1ekapcTBO € pa3pewieHo 3a ynorpeda B AbpKABHTEe — WienKl HA EBponeiickoTo
HKOHOMHYECKO NPOCTPAHCTBO, NOJ CJIeTHHTE HMEHA: :

[Tonwa Bedicort salic
bbarapus beranepm A 0.5 mg/g + 30 mg/g maz

JdarTa Ha nocaeana pedakuud Ha aucroBkata: 02/2025




