KPATKA XAPAKTEPHCTHKA HA ﬂPOIlYKTA
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| manbmlerﬂHA ATEHUUA 110 NIEKAPCTBATA |

1. HME HA JJEKAPCTBEHHSA INTPOAYKT Kpameka xapakmepucmuKa Ha NPOGYKME - [1pUACKSHUG T ?
i KbM Pez. Ne ............... Q\O&D\D‘“le ..................... E

berasepMm A 0,5 mg/g + 30 mg/g ma3 -

Betaderm A 0,5 mg/g + 30 mg/g ointment | PaspaiueHue Nﬂﬁ&{*%(mf?;\r/a?r/
LOJOOREHUSE e .vvvssscvrenrne _ht.{’w051nzn.gn.m

2, KAYECTBEH H KOJIHMECTBEH CbCTAB

| g ma3 cpanpxa 0,5 mg 6erameTazon (betamethasone) (kaTo OeTaMeTaz0HOB AWnponuoHar) (as
betamethasone dipropionate) u 30 mg canuumnnora kucenuna {salicylic acid).

3a TbJAHHUR CHUCHK Ha MOMOWHNTE BELISCTBA BMXTE TOuka 6. 1.

3. JEKAPCTBEHA ®OPMA

Mas
bsna vnu noutw 651a moaynpospaiHa, MasHa, MEKa Maca.

4. KJINHHYHH JAHHH

4.1 TepaneBTHYHH NOKAIAHHA

beragepm A Ma3 e nokazaH 3a JOKATHO JIEYEHHE HA NOJOCTPH U XPOHUUHH JEePMATO3H KATO
HANPHMEP NCOPHAZHUC, TEKKY (POPMH HA ATOMUYUEH NEPMATUT, HEBPOAEPMATUT (Hespooep i), TNXEH
MNany<, TEXKKH (POPMH Ha eK3eMa { BKITIOUHTENHO HyMyNapHa eK3eMa, KOHTAKTHA €K3eMa).

4.2 Jlo3MpOBKA H HAMHH HA NPHJIOKEHHE

HosupoBka

Bwspacmnu v oeya Hao 12 200w

Manko konuuectBo ot betanepm A mas (0,2 - 0,5 cm Ma3 na 10 cm” koXHa NOBLPXHOCT) TPAORa Aa
¢e€ NpUaara BbPXY 3aC€rHaTMTE KOXKHU NOBBLPXHOCTH H HEXKHO Aa C€ BTPUBA ABA NBLTH AHEBHO (CYTPHH
v BeUuep).

B HAKOM CnyHau MOJKe [1a €€ TIOCTHIHE 3a0BONUTENEH eeKT MPH MO-PAIKO MPUTONKEHHE,

Jeuennero He TpabBa na npoawnkaea noeeve oT 14 ann. B cnyyail Ha peunauBs, 1e4eHHETO MOKE Aa
ObJe NOBTOPEHO.

Heduampuuna nonyaayus:
Ha He ce ninonsea npuy neua non 12 rogumta 8bw3pacT.

Hayud Ha NpHIIONKEHHE
IIpunarane BLpXy Kosxata

4.3 IIpoTuBonokasaHun

He v3nonssatite:
- OpPH CBPBXUYBCTBHTENHOCT KbM aKTHBHUTE BEIECTRA - DETAMETAZ0HOB AHF
CaTMUMIIOBA KMCESIMHA, UK KBM HAKOE OT NOMOLLHWTE BELWECTRA, U30poe



- NpH HHPEKUHO3HK BonecT ¢ SakTepHaneH (Hanp. TyOepryNO3a, CUUINC). BUPYCEH (Xeprnec
CUMMIIEKC. XepIec 30CTep. BapuLena),rbOHueH UnK napa3zuter (Hamp. ckabHec) npousxon;

- TNPH AKHE BYArapuc.

- NpH aKHEe po3aues;

- MPH NEPUOpPANEH AEPMATHT,

- BbPXY KOXKAaTa HA JIHUETO;

- [IPH HAMKHH epyTUHH;

- NIpH NMepHaHaneH M reHUTaleH npypHTYC;

- npu aeua noa |2 roanwHa Bw3pact.

4.4 CneunanHu npeaynpe:xaeHus H NpeaAna3Hil MePKH RIPH yooTpeda

AKO €€ MOABH KOXKHO pa3/Ipa3HEHHE, CEHCUTH3ALWA MK NPEKOMEPHA CYXOTa NO BpeMe Ha yrnoTpedara
Ha betagepm A Ma3s. nedeHnero Tpadea na Obae HezabaBHO cnipaHO.

[Tpy HanKuue Ha DakTepranta vHPpeRMA TPAOBE Aa C¢ HA3HAYM CHOTBETCTBALIA aHTUOAKTEpHAIHA
Teparnus.

KOpTHKOCTEPOHAK M calMUMIOBA KHCEIWHA ce abcopOupart npe3 KoxaTa, nopajau ToBa HMa PHCK OT
CUCTEMHH HEXENAHH PEAKLIMM, [IPUHHUHEHH OT KOPTHKOCTEPOUAH ( BKIFOUHTEIIHO NOTUCKAHE HA
pyHKLMATA Ha HATOBOpPEUHATa JK1€3a) U CATMLUMIORA KUCE/IMHA, MO BpeMe Ha ynoTpebara Ha
betanepm A mas. 3atosa nibarsalite ynotpeda Ha nekapcTBEHHMA MPOAYKT BbPXY FOAEMH KOKHH
MOBBLPXHOCTH, PaHH, YBPEIEHA KOXKA, B FOJIEMU KOJIHHECTBA W 3a NMPOABIKUTEICH Mepuoa oT Bpeme. B
ciy4ail Ha ynoTpeda Ha NEKApCTBEHUA NPOAYKT NpH TakKBa obcTosTencTea, Tpsdsa aAa ce
[NpeanpHeMarT CNELHAIHH NPEANA3ZHH MEPKH.

Ocebena npeanasavBoCT € HeoOXoaHMAa NPH NALUMEHTHUTE ¢ NCOpHa3nc. Ynotpedara Ha NOKAIHM
KOPTHKOCTEPOHIH MOXke [1a Oble pucKoBaHa NPH NCOPUAUC 0 PEAMLIA MIPUUHHH, BKJIIOUUTEIHO
MOABA HA PEUHIHEBH CNE PA3BHBAHE HA TOJIEPAHC, PUCK OT FeHEPaIH3IUPaH NMYCTYI03€H NCOPHA3NC U
CHCTEMHA TOKCHYHOCT, MOPaaH HapylleHue Ha OapuepHaTa GyHKLUMA Ha KOKaTA.

JlekapCTBEHHAT NPOAYKT He TpAOBA 1a ce M3N0M3Ba NOA OKY3UBHA NPEBPbIKA, ThH KaTo TOBA MOXKe
Aa 0BeJe N0 3acHNieHa TpaHcAepMaiHa abcopdumna Ha KOPTHKOCTEPOUIUTE.

M20arpafiTe KOHTAKT C QUMTE H JIMraBULIHTE.

[Tpu CHCTEMHO M JTIOKANHO NPUITOKEHHE HA KOPTUKOCTEPOUAU CA BHIMOMIKHU CHLOOLIEHUS 32 3pUTENHN
CMYLIEHHS. AKO MPH NALKMEHT Ca HATAUE CHMITTOMM KaTO 3aMbLACHO 3PEHHE MM JPYTH 3pUTENHH
CMYLUEHHUA, NAUMEHTBLT TPAOBa na Obae HAacOUEH 32 KOHCYATAUWA ¢ O(TaIMONOr 3a OUEHKA Ha
BLIMOKHHTE MPHYHHU, KOUTO MOTAT 12 BKJAKOUBAT KATAPaKTa, [MAyKOMa WH peakH 3a00naBaHKuA KaTo
LUeHTpaliHa cepro3Ha xopHopeTtdHonaTHia (ELCX), 3a KOUTO ce choOlI1aBa cnell CHCTEMHO W JIOKATHO
H3MON3BAHE HA KOPTHKOCTEPOHIH.

[TenuaTpvuHa nonynamus;

M3non3BaiTe ¢ NOBULUEHO BHHMAHHE NPH AELA.
[leaMATPHYHKUTE NALMEHTH €& NO-NOJATIHBH B CPABHEHHUE ¢ BbL3PAaCTHUTE KbM MOTHCKAHE HA
xunotanamo-xunogmzapao-Haadsopeunara (X XH) oc W kbM nosearta Ha cneuundHyHA 3a
KOPTHKOCTEPONANTE HEXENAHH PEAKLIHH, BIJTIOYMTENHO HAPYLICHHUS B pacTeXka U pa3BUTHETO, MOPAIH
NO-BHCOKOTO abcopOupaHe Ha NeKapCTREHHUA NIPOAYKT, MPHYHHEHO OT MO-BUCOKOTO €101
MY NOBLPXHOCTTA HA TANOTO H TENecHaTa Maca. '




HAMAABAHE HA MIA3MECHHTE HHBA HA KOPTUI0A H TUNCA HA OTTOBOP CNPIMO CTUMYIHPaHE Ha
anpeHokopTHKOTponHug xopMoH {ACTH). [IpoasuTe HA MHTPAKpaHHANHA XHNEPTEH3UA BRIIOYUBAT
H3NbKRAHE HA JoHTaHeNaTa, raBedoNne H JARYCTPAHHA Nanuaenema.

4.5 BiaumoaeicTBHe ¢ APYrH JEeKAPCTBEHH NPOAYKTH o APYTrd QOpMi HA B3auMoaecHcTBHE
He ca npoBeXKaany NPOYYBAHHA BbPXY B3aHMOACHCTRUATA.

4,6 PDepTHAHTET, OPEMECHHOCT U KbpMeHe

bpemMEHHOCT

Hama nanHu oT ynoTpeba Ha TOKATHH KOPTHKOCTEPOHIH NMPK OpeMeHHH KeHU. JleKapCcTREHUIT
npoaykT betanepm A Ma3 TpaDpa Aa ¢e U3NOH3BA NO BpeMe HA GPEMEHHOCT CAMO aKO NOTEHUHATHATA
noJsza 3a Makikara onpaeaasa NOTCHUMAIHHA PHCK 3a nioaa. [1poyuBatus Mpu XKUBOTHH €A NOKA3ANM.
Y€ JIOKANHWUTE KOPTHKOCTEPOUIH MOrAT Ja NPEAN3BUKAT perpoIyKTUBHA TOKCHYHOCT.

KEpMEHe

He e H3BEeCTHO A TOKAAHOTO NPHIOKEHHE HA KOPTUKOCTEPOKHAN MONKE 1a JOBEAE 10 CHCTEMHA
pe3opOLUma, JoCcTaTbuHA 1A Aajde 3a0€ne)UMuU KOJTMUECTBA B MAHUMHOTO MAasiko. Tpadea aa ce r3eme
PELICHHUE JAJIH 1A C€ MPEKBCHE KbPMEHETO HIIM 1A CE€ NPEKPATH NPUNOKEHHETO Ha IeKAPCTBEHUA
npoaykt betanepM A Mas. KaTo ce p3eMe NMPeaABU NOJ3aTa OT KbPMEHETO 3a JeTETO H Non3ata oT
NEYEHUETO 3a MAKKaTa.

4.7 E¢exTn BBpXy cnocobHOCTTA 32 wlodhupane H paGora ¢ MALINHH

betazepm A HAMA WM MMA HE3HAYMTENHO BIHAHHME BLPXY CNOCOOHOCTTA 3a wodupaHe u paboTta ¢
MaLLlHHH.

4.8 Hexkenauu JIGKAPCTBEHH PeAKIHY

ChaenHure HeXENaHU peaxuum ca Sunu naeHTHdHUHMpaHU NO BpeMe Ha JIOKANHO NPHUITOKEHHE HA
OeTameTa30H H CANMUMIOBA KUCeInHA. HecToTaTa Ha Te3H HEKENAaHHN PeakuuH € KnacHHHLIMPaHa KaTo
HEW3BECTHA YECTOTA (OT HANHYHUTE JaHHH He MOXE /1a Ob/1¢ HANPARCHA OLEHKA),

Hapvuwenua nu ovime: 3aMbIIeHO 3peHHe (BXK. Chillo TOUKa 4.4)

Hapywenus na Koycama 1 ROOKOICHANA HTeKan: NAPEHe, TPYPUTYC. pa3lpa3HEeHHE, CyXa KOxa,
QONHKYINUT, XUNEPTPHXO03a, AKHEU(DPOPMEHH EPYTLNH, JEMHIMEHTAUHA HA KOXKATA, NEPUOPANEH
ACPMATHT, SNCPTHHEH KOHTAKTEH JePMATHT, MaLIEPaLMs HA KOXKATA, BTOPUUHA HHADEKLUS, aTpOdHs Ha
KOKATA, KOMHHU CTPHH, MHJTUAPHUS.

IpoabskuTenHaTa noKanHa ynotpeda Ha NPOAYKTH. ChAbMKAUIH CATHUMIOBA KHCENMHA MOKE 1a
NPHUYKHHA JePMaTHT.

Kato pe3ynrat ot abcopdunaTa Ha aKTHBHUTE BEUIECTBA B KPLBOOOPALIEHUETO. MOTAT A Ce TIOABAT
CHCTEMHH HEXENAHH peakuyi Ha 0eTaMeTas’oH (cneuug Ui 3a KOPTHKOCTEPOUIH) Y CASTHIHAOBA
KMCENMUHA.

CucTeMHH HeXxenanu peakuni MOTar Aa ce NOARAT 0CODEHO B CAYuail HA NPOABIDKHTENHA ynoTpeda
Ha JIEKApCTBEHNA NIPOAYKT, yroTpeda BbpXy roNeMH KOXKHH NOBBLPXHOCTH K NIPH eua.

CrolulapaHe Ha NOAO3HPAHH HEXENAHU PEAKLIUM
CHoDLaBaHETO HA NOAO3HPAHU HEXENAHM PeaKUHH CNel pa3pellasaqe 3a ynmpeﬁa
(POAYKT € BaKHO. TOBa NO3BONABE A& NPOALIAKMN HAOMOASHHUETO HA CHOTHOUIEHN
JekapcTBeHus Npoaykr. OT MeAUIMHCKUTE CTICUHATTUCTH Ce H3HMCKBA 1A ¢hOoOLLasa
NOAOCIUPAHA HEKENAHA peakums upes:




M3nbiIHWTENHA areHuda 0o NekapeTeaTa
yi. .JdamaH I'pyes™ Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

4.9 IlIpeno3upane

CHMOTOMH

[IpoabmxmTeNHa ynoTpeda Ha NTOKATHY KOPTUKOCTEPOUAH MOKE Ja MOTHCHE DYHKLIMATA HA
XHIOTANaMOo-XHNo¢H3apHO-HaA0BOPEUHATA OC. KOSTO [1a A0BE1E 10 BTOPHUHA Ha10bOpeyHa
HEIOCTATBUYHOCT, KAKTO W Ja NPEAU3BHKA XHNEPKOPTHUHIBM, BKITIOUHTEIHO ¢CHHAPOM Ha Kyuiuur.,
[IpoabauTennata ynotpeba win ynorpebara Ha BUCOKM 103K JIOKANHH NPOIYKTH, ChIbP/KALIM
CAJIHLIMJIOBA KHCEJIHHA, MOXKE 18 A0BEAE 10 CUMITTOMH Ha CAJIHLIMIH3IBM (OTpaBsHe CbC CATMUMIIOBH
CHEAHHEHUA).

JleueHue

TpatBa na Obae Ha3ZHAUEHO MOAXOAALLO CUMNTOMATHYHO ieueHHe. OCTpUTE CUMOTOMH Ha
XUMEPKOPTHLUM3IBM OOMKHOBEHO ca 00paTUMU. AKO € HeoDX0aHMO, TpAGBA na ce NeKyBa
ENEKTPONUTHHA aucOananc. B cnyuail Ha XpOHUYHA TOKCHYHOCT C€ NPENopPbUBA NOCTENEHHO
NPeKpaTABaHe HA KOPTHKOCTEPOU/IUTE.

Jle4eHHETO Ha CATMUMIIM3IMA € cuMToMaTHYHO. TpaGea aa ce npeanpHeMart MEpKH 3a Obp3o
ocBOOOXKNaBAHE HA TANOTO OT canvuunara. [Ipenopbusa ce aa ce npreMa Hatpues OHKapOoHaT
NEPOPATHO 32 ANKaIM3UPAHE HA YPHHATA W NPEIU3BHKBAHE HA AHYpe3a.

5. ®APMAKOJIOTHYHU CBOHCTBA
3.1  PapmakoaHHAMHYHH CBoicTBA

DapmakoTepaneBTH4YHA rpyna: KopTHKOCTEPOMAH,MOLLHH, APYTH KOMOWHALKMH
ATC kon: DO7XCOI

beTaMeTasoHOB AHNPOIHOHAT € CHHTETHYEH, (PIYOpHpaH AepUBAT HA XHAPOKOPTH3OH, KOMTO NoKa3sa
MoLUHY (rpyna I1I) npOTHBOBB3NANMTENHH, AHTUIIPYPHUTHHHH, AHTHANEPIrUYHHU K BA30KOHCTPHUKTOPHH
XapakTepHCTHKKU. [lpuTekaBa TUNOMUAHK CBOACTBA H NIECHO NMPOHHKBA NPe3 KOXKATa B OPraH{3Ma.
HaManaBa Bb3NanuTENHUTE NPOLECCH Upe3 HHXHOKMpaHe Ha CHHTE3A HA NPOCTArNaHAHHUA U
NEBKOTPHEHHU, B PE3yATAT HA HHXUOMpaKHe Ha JciHHOCTTA Ha docdonunaza A2 U HAMATEHOTO
ocB0o0OKNABAHE HA apaxXHIOHOBA KHCEIHHA OT GOCONHININTE HA KIIETLYHNUTE MEMOpaHHU, U NOKa38a
AHTHANIEPrHYHA aKTUBHOCT 4pe3 HHXHOHpAHE HA PA3BUTHETO HA JOKAJIHH alICPrUYHH PECAKUHH,
brnaronapeHue Ha NOKaNHUAA CH Ba3OKOHCTPUKTOPEH e(PeKT HAMAMARA €KCYJATHBHHTE peakurud. Topa
HaMaNABa CHHTE3A Ha NPOTENHU M OTNAraHETO HA KonareH. ToM yeKOpaBa pas3laraHeToO HA NPOTEUH B
KoKaTa W oTc1adBa npoiH(epaTHEHN NPOLIECH.

CanuunioBara KUCEAHHA C& NPHIara JOKalHO MPH JICUCHHE HA XUIEPKEPATOTHUYHH CBCTOAHHA U
00pa3zyBaHH JHOCNH, NPH KOUTO KEPATOAUTHYHOTO il ACHCTBHE YNECHABA [IPOHHKBAHETO HA

KOPTHKOCTEPOHAA. [IpuTekaBa ¢1ad0 aHTHCENTHHHO KW DaKTEpPHOCTATHUHO eHCTBHE.

5.2 PDapMAKOKHHETHYHH CBOHCTBA

Abcopbumsa ..
beTameTa3oHOB 1MNPONUOHAT IECHO NPEMHHABA 10 KEPAaTUHOBHSA CJIOM HA KOXKATa,
HaTpynea. To# He ce meTabonusupa B koxata. JIOKanHM KOPTUKOCTEPOMIH MOTa;
Mnpe3 He3acerHaTa, HopMAaJHa KoxKa. |




AGcopbuvaTa HAa DETAMETA30HOB TUNPONHOHAT Ce YBENUYABA [IPH NPHIAraHeTo BbPXY AEIMKATHATA
Koyka (001aCT ¢ MbHKK, THLE. KOKA € YBPEAEH €NHTEN WIH MPOMEHEHH OT BB3NAMICHHE ). MPUIOKEHHE
BLPXY FONEMH YUACTHUM OT KOYKATA W U3MON3RAHETO HA OKNY3IUBHA NPEBPDBIKA. OCOOCHO MPH

eua. Canvumnoea KHCETUHA, NPUIoKEHa BbPXY KOXKATA UMA CAMO JTOKATHH €IeKTH.

Paznpeienenue

Benuik abcopdnpanu npe3 KoxKara, JOKANHHTE KOPTHKOCTEPOMIN HABIHM3AT BbB (PAPMAKOKHHETUYHH
NBTHILA, NOLOOHK HA CHCTEMHO NPHIMKEHUTE KOPTUROCTEPOH, K. KOpPTUKOCTEPONIANTE ce CBBP3IBAT C
NIAIMEHUTE NPOTEHHH B pasnyuHa cteneH. Cneuu@uuHo CRBPIBALUMAT TNO0YIHH HMA BHCOK
a(PHHWTET 33 CBBP3IBAHE M MATBK KaNauMTeT, 10KaTo andyMuH. OT Apyra cTpaHa, MMa MalbK
APUHUTET U BUCOK KANauMTeT.

buoTpaHchopMaum U ¢THMUHUPAHE

(Cnen kato ce abcopOMpa OT opraHu3Ma, OETAMETA30HOB AWTNIPONAOHAT C€ METAGOIH3IUPA OCHOBHQ B
HepHHUs P00 W ce oTaens ¢ ypuHata, HAKOH OT MIOKATHHTE KOPTHKOCTEPOHIH H TEXHH METADOIUTH e
OTAC/IAT ChLLO Ype3 HIbHKATA.

53 Ipeaxnunauuny NaHHU 32 6€30NACHOCT

Ma3 OeTameTa3zoHOB AMNPOITHOHAT H CAIMUMACBA KHCENIHHA € MPWIArana IOKanHo BbpPXy 3ApaBa KowKa
H KOYKHKW adpa3uu Mpu nnbxose W 3aiium. JIekapCeTREHHAT NpOayKT € O1n ¢ 106pa NOHOCUMOCT U HE ca
HaO/MIOAABAHW HEKEIAHHM PeaKUMA. MHOTOKpaTHUTE HAHACAHUS Ha NPOAYKTA BbPXY 34paBa KOKA W
KO3KHH adpazuH 3a epuof ot 15 v 63 aHK, choTBETHO, ca Gunwu nodpe noneceHu. He e umaso

HEOYAKBAHH HEXKENIAHH PeaKiWi, CaMO HEXKENaHH PEaKUMH HA CUCTEMHU KOPTHKOCTEPOHAM ¢a OHaH
oTOeNA3aHU.

6. ©OAPMAUEBTHYHHU JAHHU

6.1 CnuHcBK HA NOMOLIHNTE BelnecTBA

MapaduH, Teuen
[TapaduH, 6an Mex

6.2 HechBMeCcTHMOCTH
HenpuioxnmMo
6.3 Cpok Ha roqnocT

2 TOAKHHH
Cnen nbpeoTO OTBApAHE: 2 CEAMULN

6.4 CoeunanHu yc/JIOBHA HA ChbXPAHEHHE
Ia ce cbxpanssa noa 25°C.

6.5 JlanHH 32 oNAKOBKATA

pa3Mepu Ha ONAKORKATA:
15 ¢
30 ¢




He BCHYKH BHOOBE OMAKOBKW MOrat 1a 0b1aT NyCHaTH B NpoJaxoa.
6.6 CrneuuaaHu NpeANA3HH MEPKH NPH HIXBhPJAHE

Hama cneurajiHe HRUCKBAHUA.

7. NMPUTEXKATEJI HA PASPEILIEHHETO 3A YITOTPEBA

Bausch Health Ireland Limited
3013 Lake Drive

Citywest Business Campus
Dublin 24, D24PPT3
Mpnauang

8. HOMEP(A) HA PAJPEHIEHHUETO 3A YITIOTPEBA

20120126

9. JATA HA ITBPBO PAZPEIIABAHEMTIOZHOBSBAHE HA PAZPEIUEHUETO 3A
YINOTPEBA

Hara Ha nbpBO paspewasade: 01.03.2012
JlaTta Ha nocneado noaHorsasane: 05.10.2017

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA




