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KPATKA XAPAKTEPHCTHKA HATIPOAYKTA /7 ¥ 0 Q70D

Aoy 0611 ups)

1. UME HA JEKAPCTBEHUS NMPOJAYKT 3/MA/MP - WA |

Annukopt 0,4g/100ml / 0,2g/100ml pa3rBop 3a koxka
Alpicort 0,4g/100ml/ 0,2g/100m] cutaneous solution

2. KAYECTBEH 4 KOJIMYECTBEH CBbCTAB

Axmuenu eeufjecmed:. CalIHUI10Ba KHCEJIMHA H NMPEAHHU30JI0H

100 ml pasTsop cbabpika: 0,4 g canvumnosa kucenuna (salicylic acid) v 0,2 g npeAHA30/10H
(prednisolone)

[ ToMOLHO BELECTBO C U3BECTHO JAEHCTBHE: NMPONMUIIEHIIMKOJL.

3a IMbJIHUA CIUCHK HA MOMOLLIHUTE BellleCTBa BUXKTE TOYKA 6. 1.
3. JIEKAPCTBEHA ®OPMA

Pa3TBop 3a koxa.

bucTwp, 6e3uBeTeH pazTBop

4. KJ/IMHHUYHU JAHHHN

4.1. TepaneBTHYHH NOKA3AHHA

Jleku Bb3nanuTeHu 3a0059BaHUs HA CKaslMa, YyBCTBUTEIHH HA CHMITTOMaTHYHO BBHLIHO JIeYeHHe
CbC €/1a00 aKTHBHH KOPTHKOCTEPOM/IH.

4.2. Jl03MpOBKAa H HAYHMH HA NPHJIOKEHHE

Jlo3upoBka

[1punara ce e1MH MbT AHEBHO - MO Bb3MOXKHOCT Beuep. Clie]] KaTo CHMITTOMUTE Ha Bb3NajeHue
OT3By4YaT € JIOCTaTb4HO PasTBOPbBT Ja ce npusiara 2—3 mbTH CEAMHYHO.

[Teouampuuna nonyarayus:

[1pu neua, nHeBHata 103a He TpsA6Ba na HaaBMiuaea 0,2 g canuumioBa kucenuna (= 50 ml Annukopr).

HauyuH Ha npuaoxkeHue
[Tpunarane BbpXy KOxkaTa — 3a ynotpeda BbpXy CKaJina Ha rjasara

Hanacs ce ¢ nomowura Ha aruiMkaTop, HaCOY€eH ¢ OTBOPEHATA YacT HaJl0y ABHKEHKH ro BHUMATETHO
npe3 TpeTHpaHUTe 00J1aCTH.

T"'bii KaTO NPOAYKTHT ChABPIKA KOPTUKOM, TO NPHIAraHETO BbPXY MalKH 001acTH He 61 TpsabGBao na
HaJBHLLIaBa 2—3 ceaMULH. HaMa KIMHUYEH OMMT 3a NMepro/IM Ha jieueHue 10 6 meceua. He ca
MPOBEKIaHH NPOYU4BAHHA 3a OTpe/Ie/ITHE KOJIKO ABJro npoabixkana epeKkra ciie/l npeKkpaTsiBaHe
ynorpedara Ha npoaykra.

Ynotpebara npu neua, 6u Tpabeano aa Gbae caMo 3a KpaThK MEPHO/L OT BPEME U BbPX
YYaCTbLIH.

4.3. IIporuBOoNoOKa3anus

—  CBpbX4YBCTBUTE/IIHOCT KbM aKTHBHHUTE BEIIECTBAMIIN KbM HAKOE OT MOMOLIH
U30pOEHH B TouKka 6.1.



— [lpn xbpMaueTa U MANKM Jeua noj 2 roAMIlHA Bb3pacT;

— Bbpxy nuraBuum, B yCTHaTa KyXHHa, B UNH 6NM30 10 OuUWTE, B reHUTATHATa 001acT MITH
BbTPELUHO;

— [Ilpw cnyuan Ha Bapuuena, cneurpUUHH koxkHH 3abonasanua (Tybepkynosa, cudurane) u
Bb3MNAJIUTE/HA PEAKLMK NPH BAKCHHA,

— Ilpu cnyyau Ha reOHYHA nHGexUUN (MUKO3H) U BaKTEPUATTHN KOXKHH UH(EKLIHH;

—  TlepuopanHu aepMaTHTH H po3aliea.

4.4. CneunajHu nNpeaynpexxieHH W NPeANa3HA MepKH NpH ynorpeba

[IponuneHrNUKoN BT, KOUTO € MOMOLIHO BELIeCTBO B ChCTaBa Ha NMPOAYKTA, MOXKE 12 MPHUMHU
Apa3HeHe Ha Koxkara.

OcobeHo nopagu CbAbPKAHHETO Ha 2-NPONAHON, AJINUKOPT € NPeAHA3HAYEH CaMO 33 MPHJIATAHE
BbPXY KOXKATA.

3pUTEIHH CMYLIICHUS

IlpH CHCTEMHO ¥ NOKANHO NPHI0XKEHHE HA KOPTHKOCTEPOUAH Ca Bb3MOXKHHK ChOOLICHHS 32 3PUTE/THM
CMYUIEHHA. AKO NPH NMALKEHT Ca HATULIE CHMNITOMU KaTO 3aMbrNIEHO 3pEHHE WM APYTH 3PUTENHH
CMYUIEHHS, MAUMEHTLT TPAOBa Aa Obae HACOYEH 3a KOHCYJTauUs ¢ odTaNIMOJIOr 32 OLIEHKA Ha
Bb3MOXHHTE NMPUYHHH, KOHTO MOTAT Jia BKJTIOYBAT KaTapaKTa, rmaykoMa WM peakH 3a00ngBaHHsA KaTo
ueHTpanHa cepo3Ha xopuopetuHonartus (LICX), 3a kouTo ce chobluasa cnes CUCTEMHO M JIOKATHO
W3I10/13BaHE Ha KOPTHKOCTEPOUIH.

4.5. B3auMoaeHRcTBHE € APYIH JIEKADCTBEHH NPOAYKTH H APYrH GopMH Ha B3aHMOACHCTBHE

[lopaan cberaBa cH, ANNMUKOPT MOXKE Na 3acHNM €UKACHOCTTA HA IPYTH AKTHBHH BELLIECTBA, KOUTO
Ce NnpuiaraTt BEHIIHO.

4.6. ©@epTHANTET, GPEMEHHOCT H KbPMEHE

bpemennocm

THiH KaTo CLABPKA CATHLINNOBA KUCENTHHA, AJIMTUKOPT HE € MOKa3aH 110 BpeMe Ha GPEMEHHOCT OCBEH
KOraTo ce Npu/ara Ha MaiKu NMOBbPXHOCTH (00NACTH NO-MaJIKK OT 5 cm?).

IpH NPOABIHKHTENIHO NIEYEHHE C KOPTHKOCTEPOUAM N0 BpeMe Ha GPEMEHHOCT HE MOXKE 14 CE H3KITIOMH
pUCKa OT pa3sBMTHETO Ha Ae(PEKTH Ha ntoaa. IIpu oNUTH € XKHBOTHM, APEAHHU3OIOH € NPHUHHMI
uenraTuHa Ha HeOuerto (Blk 5.3). B npouec Ha 00cbkaaHe € NOBUILIEHHA PHWCK OT LIEMHATHHH Ha
yCTHaTa B HOBELUKUSA MO, KATO PE3yNTAT OT NPUNOKEHUETO HA KOPTUKOCTEPOHIN N0 BPEME HA
NbPBUA TPUMECTHP Ha OpeMEHHOCTTA.

AKO KOPTHKOMAH C€ NPHIIarat B Kpas Ha GpeMEHHOCTTA, MMa PHCK 3a TI0AA OT aTpodHa Ha KopaTa Ha
HanOLOpeUHaTa jHule3a, KOETO MOXeE [1a HANOXKK NIOCTENEHHOTO OTTEMIAHE HAa 3aMeCTBAlLATa Tepanms
NP1 HOBOPOIEHH Acua.

Kvpmene

Manky KOIH4ECTBA KOPTUKOHAH NMPEMHHABAT B MaiiunMHaTa kbpMa (10 23 % OT HHAMBHAYANIHATA
no3a). Ilpu no30Bu HKBa Ao 10 mg/nen, o6eMbT, KOKTO ce OTAEAA B MaiiuMHaTa KbpMa € TBbpAe
HHCBK 32 na Obae perucTprpan. Hama gaHHM 3a yBpe)kaaHe Ha KbpmayveTa. Buripeky Tosa Tpsbea 1a
C€ MpUarar CTpord KpUTEPHHU 3a WHIAWKALMA 110 BpEME Ha KbpMeHe. ThiH KaTo OTHOWEHHETO MAAKO /
NNasMeHa KOHUEHTpaLKWA MpH NO-BHCOKY NO30BH HUBA ce yBenuyasa (25 % oT cepymuaTa
KOHLEHTpaLUKs B MIAKOTO rnpd 80 mg npeAHU30/I0H Ha AeH), TO NMPH TaKWBa OOCTOATENCTB
NpenopbKaTa € 1a C€ CNpe KbPMEHETO.

4.7. E¢pexTH BLpXy cnocoOHOCTTA 3a modHpaHe H paboTa ¢ MAIIAAH

AJITTHKOPT Be NOBAHABaA criocobHOCTTA 33 WodHpaHe ¥ paboTa ¢ MalUHH.




4.8. Hexes1anu eKapCcTBeHH peakiHu

HecToTaTa Ha HEXKETAHUTE PeakUMH € onpeleieHa, KaTo Ce M3MON3Ba ClIeqHATa KOHBEHLUUA: MHOIO
decTH (=1/10); yectn (=1/100 po <1/10); Heuecty (=1/1 000 ao <1/100); peaku (=>1/10 000 mo <1/1
000); MHoro peaku (<1/10 000) 1 ¢ Hen3BecTHa HecTOTA (OT HATMUHHUTE NAHHU HE MOXeE 1a Obae
HanpaBeHa OLEHKA).

Hapywenus na xoxcama u noOKoIICHAMA MuKaH

PeaxH : AnepruyHM KOXHU peakuuy (anepriuiHa KOHTAKTHA €K3eMa)
Mmuoro peaks : KoxHM W3MeHeHHs (M3TbHABAHE Ha KOXKATA, PA3IIMPEHHE HA MAJIKH KOXXHH CHAOBE,
obpa3yBaHe Ha HBULIK, CTEPOMHO aKHe, NEPHOPAIEH JEPMATHUT, 3aCHIIEHO OKOCMABAHE HA TA10TO)

Hapywenun na ouume

C HeHn3BeCTHA WecTOTa: 3aMbIJICHO 3peHHe (BX. CbLIO TO4YKa 4.4)

OcBeH TOBA € BB3MOKHO NpEX0AHO APA3HCHE HA KOXKaTa (Hanp. [MapcCHE, BEHEPBHBHHB).

Bb3MOXHHTE CHCTEMHH HeXeNaHH peakUMH ABbJDKALLK Ce Ha KOPTHKOCTEPOUIUTE MOTAT 1A Ce
NPOABAT NPH NO-NMPOALIKHTENHA ynoTpeba (foBeue OT 2-3 ceAMHLM), HAU NpH yrioTpeGa BbpXY
00LIMpHK 00NacTH OT KoXkaTa (Hamp. BbPXY LIEHS CKaM), WK NIPH HECTIA3BAHE HA HHCTPYKLMMTE 33
npaBuiiHa ynotpeba.

CrobiuaBaHe H2 NOJO3UPAHKU HEXKENAHH DEAKLIMH

Ct00u1aBaHETO HA MOAO3UPAHH HEXKEAHH peakLMH Cliell paspeluaBaHe 3a ynorpeba Ha JekapcTBeHUs
MPOAYKT € BaXKHO. TORa MO3BONABA 44 NMPOAB/DKK HAOMIOOEHHETO Ha CHOTHOLIEHHETO TI0/I32/PUCK 3a
neKapcTBeHHA NpoAayKT. OT MEAMLIMHCKHTE CNELIHANHCTH CE H3UCKBA Na CLOOIABAT BCAKA
NOJO3MpaHa HEXKENlaHa peakLus upes

HM3neIHUTEHA areHUUs MO AeKapeTBaTa

yn. ,,Jamsan ['pyes* Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaT: www.bda.bg

4.9 IIpenoznpane
Ipu cnyvaiiHo npriemaHe Ha MpoAyKTa fpe3 ycTara, TpabBa Ja ce uma npeaBua, ue ANMUKOpT

ChAbPXKa 2-NPoMNaHojl, KOETO € OT 3HaueHHe 0coOeHo Npu aeuara. Jlocera He ca HabmoaaraHu
WUHTOKCHKALIMHK NPH JOKATHO IPHIOKEHUE HA ANMHKOPT.

5. ®APMAKOJIOTHYHU CBOUCTBA
S.1. PapMakoaAHHaAMHAYHH CBOHCTBA

dapMakoTepanesTuuHa rpyna: cnab kopTukocTepoui (apyrd KoMGHHALMM), AEPMATONOTHYEH
npenapar; ATC kon: D07XA02

IIpednuzonon NpUHALIEXKH KBM rpynaTta Ha AOKATHHTE KOPTHKOCTEPOHIHU C MEKO ACHCTBHE U €
0c0o0eHO NOAXO/ALI 32 NeHEHHE Ha Bb3NANTHTENHH AepMaTo3u 6e3 xunepnponudepaTHBHO AeHCTBHE.

ATITUAKOPT.
Moxe na Obae O4akBaH JONMBIHHUTENEH cnab KepaTOrUIACTHYEH W aHTHMHKpOGe
npuiaraie BbPXY cKajna.




5.2. ®apMaKOKHHETHYAH CBOHCTBA

Hama cboTBETHM H3C/IE1BaHHA BBPXY (PapMaKOKHHETHKATAa Ha aKTHBHMTE BELIECTBA HA ANMNKKOPT.
Obaue gelcTBUETO HAa CTUPTHUTE Pa3TBOPH € A0Ope U3BECTHO, TaKa Ye MOXKE 1A CE
npUeMe, Ye aKTHBHHUTE BelleCTBa Ha ANIMUKOPT cBOOOAHO ce 0cBOOOXK1aBaT B KOXKATA.

CnenosaTe/IHO NPOHHKBAHETO U pe3opOuusTa Ha NPEOHU30NOH Ce 04aKBa 1a ObAaT NOAOOHHU Ha Te3U
Ha KOXKHO MpUNiaraHMTe KOPTUKOUAH. Bpemero Ha nony)kMBOT B rnnasmara € Mexay 2 1 4 vaca,
A0KaTo OHOMOrMYHOTO BpeMe Ha MOAYXHBOT Bb3NiK3a Ha 12 [0 36 yaca, NOHEXe LMTO30 —
PELIENTOPEH KOMIUIEKC CTEPOHI CE 3aAbpika No-ABJro B kietkara. [lonobHo Ha eHaoreHHo
APOH3BEXKJAHHTE KOPTHKOHIH, TIPEAHN3ONIOH ce MeTabonusnpa 10 SHONOrHYHO HEAKTHRHH
CbEAMHEHNA B YEPHHUA Ap00, KOMTO ce U3TbYBAT NPeaIUMHO upe3 OnOpeLnTe.

DapMakOKHHETHYHH W3CIIEIBAHUA HATIPABEHU KAKTO C )KMBOTHM, TaKa M C XOpa NOKA3BAT, 4e
CaluyuI08amMa KUceIuHa NpoHyKea Oup30 B 3aBUCUMOCT OT HOCELIMTE BEILECTBA H (PAKTOPHTE
MOB/IHABALLH NMPOHHKBAHETO (T.€. KOXKHHTE ycnoBud). IlepkyTanHara pe3opOuus ce yBeMyasa npu
FICOPHATHYEH CPHTPOAEPMHT H AEPMATO3H, KOHTO NPOTHYAT € BB3NAIUTEHH HIH €PO3UBHH
M3MEHEHHUS Ha koxkara. CHCTEMHO, Caruiuiosama Kuceauna ce MeTabosin3npa 10 CaTMLuypoHOBa
KHCC/IMHA, MNIOKOPOHHAH, FEHTH3HHOBA KHCE/IHHA W AHXHUAPOKCHOEH30€Ha KHCETHHA, KOUTO Ccé
OTAENAT OT OpraHK3Ma nNpearMHO upe3 6p0peuuTe. BpeMeTo Ha NONYKUBOT Ha catuyuioeama
Kucenuna e Mexny 2 u 3 yaca.

[lopagu NpOHMKBAHETO ce 3aCHNBa eeKTa HA CATUKYUA06AMA KUCERUHA, KOETO BOAH 110 YBETHUYEHA
pe3opOuns Ha HPEeOHU30A0H B KOXKATA.

5.3. lIpeAKIHHHYHHA JAHHH 32 0e30nACHOCT

OcTpa TOKCHYHOCT

[MpeaknHHHYHHUTE NaHHK Ha ANMUKOPT He MOKA3BaT 0COBEH PHCK 3a Xopa Ha HazaTa Ha
KOHBEHLHOHATHHTE (PapMAKOJIOTHYHH H3NUTBAHKA 33 OCTPHAT TOKCHYEH NOTEHLMAT Ha
NpeoOHU30.10H.

[Tpy npunarane BbPXY KOXATa Ha CARUYUNOBA KUCETHUHA TIOABATA HA PEAKH MHTOKCUKALIMK 3aBHCH
OT (hapMaueBTHYHATa POPMa, KOMHMECTBOTO CATHLIMIOBA KHCEHHA, KOETO e Mpunara, obnacTra,
KOATO €€ TpeTHUpPa, NPOABBKHTENHOCTTa H YECTOTaTa Ha JJevyeHHe W npodHna Ha AEPMATONOrHYHOTO
CbCTOAHUE. PAHHHUTE CHMNITOMH HA HHTOKCHKALIMA ChC CRITUUMIATH CE OYAKBAT CAMO MPH CEPYMHH
KOHUEHTpaL#K no-eUCOKH ot 30 mg/dl. Brripeku ToBa, ako NpoAyKTBLT ce U3MON3BA, KAKTO € YKA3aHo,
€AHa CEpyMHa KOHUEHTpauusa noseyve ot 5 mg/dl noutu Hukora He ce aocrura. UsnonssaHeTo Ha
CATUYWI08a KUCEAUHA NPU 032 HaZl 5 Yo MOXKe a IPEAU3BHKA JIOKANIHH Pa3pa3HEHHA.

Cy0xpoAn4Ha / XPOHHYHA TOKCHYHOCT

Crnea exeqHEBHO HHTPANEPUTOHEANTHO NPUIOKEHHE NPH TUTbXOBE Ha 33 mg/kg TenecHo Terno B
NpoABLKEHHE Ha 7 10 14 auu ca HaOnioAaBaHH POTOMUKPOCKONCKH H EKTPOHHO MHKPOCKOICKH
NPOMEHH B KIETKUTE Ha JlaHrepxancosuTe ocTpoBueTa. [TpH ekcriepuMEHTH ¢ KHMBOTHHU: 3aiiLy,
YEPHUAT ApOD ce yBpexaa npu AHEBHO NpUNoKeHue Ha 2 1o 3 mg/kg TenecHo Terno 3a 2 no 4
ceaAMHUM. MMa ChOOILEHHS 3a XHCTOTOKCHYEH €(PEKT, T.€. MYCKYJIHa HEKPO3a CAE/T HAKOIKO CEAMMMHO
npunoxenune Ha 0,5 1o 5 mg/kg Mopcku ceuHueTa M 4 mg/kg kyuera.

Hsama onuTy ¢ XKMBOTHH NMPU ABATOCPOUHO NPUIAraHEe BLPXY KOXKA HA CATHUEI08a KUCEAUHA (BUK
OCTpa TOKCHYHOCT).

Kanneporennoct / Myraresnocr

,HOCBI‘EI HAalpaB€HHUTEC HINMUTAHHUA 38 CATUHRUT06A KUCETUHA U HpEt)Hﬂ?ﬂﬂOH HC A
KTHHHYHO 3HAYHUMH I’CHOTOKCHYHH XapaKTepHUCTHKH.

PenpoayKTHBHA TOKCHYHOCT




ExcnepuMMeHTHTE ¢ )KHBOTHH: MUILIKH, XaMCTEPH H 3aiUH NOKA3BaT, Ye NMPEAHHIONOHA NPHUYHHABA
uenHaTHHa Ha HeDueTo. [TapeHTepanHOTO NpUIoXKEHHE NPH NIHXOBE NPHYHHABA HE3HAYUTENHH
aHOMAJIWH Ha uepena, 4eNloCTTa U e3uKa. bunun ca HabmonaBaHu BLTpeMaToOYHH edeKTH Ha pacTex
(Brx cbuo 4.6). ObpaTMa aHchyHKIHOHANHA CNepMaToreHesa € HabIoAaBaHa [P NPOABIKHTENHO
npunaraHe Ha BACOKH AO3M NpeaHH3070H (30 mg Ha neH 3a noxe 4 ceaMuum). JuchyHkumsTa €
MPOABKIIIA HAKOIKO CEIMHLUH CNEJ NpeyCTaHOBABAHE YNOoTpeOaTa Ha BEWIECTBOTO.

Caruyunoeama KuceauHa BbB BUCOKH OPATHH 103U NPE/IM3BHKBA TEPATOrEHHK €EKTH MpH
PA3TUYHH XKUBOTHHCKH BUROBE MO BpeMe HA H3C/I€IBAHHA BLPXY KHBOTHH. OnHcaHH ca AedeKTH MpH
MMIUIaHTHpaHe, eMOPHOTOKCHUHH M (PEeTOTOKCHUHH edekTH (HAMANEHO TEFIO NPH PpaKAAHE) H
Hapyu€eHa CriocoOHOCTTa 3a yieHe Ha MOTOMCTBOTO CJie]l NPEHATANIHATA eKcnosuums. Takuea
PE€aKlHy He €A H3BECTHH, CNEN JIOKAJHO NPHUIAraHe BbPXY KOAKATA, TbH KATO TOKCHKOJIOTHYHO
3HAYUMHTE CCPYMHH KOHLCHTPALIMH 110 NMPHHLUI HE Ca JOCTHIHATH (BHXK OCTPa TOKCHYHOCT).

6. DPAPMALEBTHYHU TAHHH
6.1. CnHCBK H2 MOMOUIHHUTE BEIeCTBA:

ApPruHux,

2-nponaxon (Ph. Eur.),
NPOMUIICHITHKON,
NpeYHCTEHA BOJA.

6.2. HechBMecTHMOCTH

Henpunoxumo

6.3. Cpok Ha rognocr

2 roAMHU

6.4. Cnenna/IHH YC/IOBHS HA CHXPAHEHHE

Ha ce cvxpanasa noa 30 °C.
CovXpaHaBaiiTe CTBIJIEHOTO LIHLUE B KAPTOHEHATA ONAKOBKA, 3a /1a C€ NPEANa3H OT CBETIIHHA.

6.5. laHHH 32 OnaKOBKATA

buctpa, be3useTHa TeuHoCT 8 KadsBa cThKeHa OyTunka (kac I11) ¢ nonunponuneHos annukaTop u
Kanauka.

OnaxoskH: 50 m! unu 100 ml cTekaeHH GyTHaKH].
He BCcHUKH BH10BE ONaKOBKH MOraT Ja ObAaT NycHAaTH Ha nasapa.

6.6. CiennmaJIHH NpeAna3HH MePKH NPH H3XBLPAsiHe U padoTa

Hama cneuHanHu H3IUCKBaHMA.
Hen3nonzpaHUAT NPOAYKT WIH OTNIAAbUYHHTE MaTepHanu OT Hero TpabBa na ce UIXBBLPJAT B
ChOTBETCTBHE ¢ MECTHHUTE U3IMCKBAHHA.

7. IPUTEXATEJ HA PA3PEIIEHUETO 3A YIIOTPERA

Dr. August Wolff GmbH & Co. KG Arzneimittel
Sudbrackstrasse 56, 33611 Bielefeld, TEPMAHUA
Ten: +49 521 8808 05; dakc: +49 521 8808 334
e-mail: aw-info@drwoiffgroup.com

8. PETUCTPAIIMOHEH HOMEP
9800250

9. JATA HA ITBPBO PA3PEIINABAHE/ ITOJHOBSIBAHE HA PA3PEIIE
YIIOTPEBA




JaTta Ha nbpBO pa3spewasane: 24 asryct 1998
Hara Ha nocnegHo noaHosspaHe: 13 oktomepu 201 1

10. JATA HA AKTYANU3UPAHE HA TEKCTA
03/2025




