KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA

M3MbAHWUTENHA ATEHUMS NO NEKAPCTBATA

Kpamua xapaxmepremuxa Ha npodyxma - Mounowexue .

o v W-Uddds  hv. 04,03

Hme Ha JIeKapCTBEHHA NPOAYKT

DERMOVATE 0,05% cream
JEPMOBAT 0,05% xpem
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DERMOVATE cpaspxka 0,05 % knoberazon nponuoHar (clobetasol propionate).

KauvecTBeH H KOJIHYECTBEH CHLCTAB

3a NBJIHUA CIUCHK HA MTOMOIITHHUTE BEIECTBA, BX. Touka 6.1.

JiexkapcTBena gopma

Kpem

KiMHHYHH JaAHHH

TepaneBTHYHH NOKA3aHHS

DERMOVATE ¢ nokasaH 3a JICYEHKE Ha:

[Icopnasuc, ¢ U3KIMIOYEHHE Ha TEHEPATHIUPAH IICOPHA3HC HA NJIAKH.

Pe3uCTEHTHHU Ha Teparnus €K3EeMH.

Lichen planus.

Lupus erythematosus discoides ¥ Apyr¥ KOXHH 3a00AABaHKA, PE3UCTCHTHH HA Teparus ¢

Nno-c1a00aKTUBHU KOPTUKOCTEPOH/IH.

4.2.

Jo3npoBKa H HAYHH HA NPHJIOKEHHE

[Ipunara ce ManKo KOIMYECTBO OT IEKAPCTBEHHS NIPOAYKT BBPXY 3aCErHaTHA YYaCThK Ha

KOYATa €IUH WIM JiBa IBTH AHEeBHO. IIpunoxeHueTo TpadBa fa Cripe Cliek NOCTUraHe Ha
xoHTpoN. JledeHneTo He TpsAOBa Ja NPOXBIDKABA 3a MEPHOJ MO-TBJIBI OT 4 CeMULIM Oe3
NpeolieHKa Ha ChCTOAHUETO. TIpH MoBTapsiHe Ha KpaTkM Kypcose Ha Tepamks ¢ DERMOVATE
ce MOCTUTa KOHTPOJI Ha IPOABUTE Ha 00OCTpsHE HA ChCTOAHNETO. IIpH NOKa3aHus 3a NEHCHHUE ¢
KOPTHKOCTEPOUIM 3a NPOXBIDKUTENEH NIEPHOI OT BPEME C€ NMpPenopbyBa NPHIIOKECHHUE Ha
Mo-cj1a60akKTUBHU NPOAYKTH.

[Ipu no-pe3NCTEHTHH JIe3HU, 0COOEHO B YIaCTBIH C XHITEPKEPaTOo3a,

npoTHBOBb3NANHTENHUAT epexTt Ha DERMOVATE, Moe IOITBJIHMTEIHO J1a C€ MOBHUILIH Ype3
HaJlaraHe Ha OKJTy3MBHA MPEBpPb3Ka C MOMHETHIICH BbPXY 3aCCTHATHA yYacThK.

[IpunoxeHue Ha OKIy3HMBHA IIPEBPB3Ka CaMO Mpe3 HOLITa € JOCTATHYHO 3a MOCTHIaHe Ha

3a7]0BOJIUTESIeH OTroBop. Clie/1 TOBa JICUEHHUETO MOXKE Ja IMPOJBJDKH Ype3 peIOBHO NPHI0KCHHE
Ha npoaykTa 6e3 oKty3us.

DERMOVATE kpeM oka3sa OXJKAalUl0 ACUCTBHE NPH W3NAPSHHUETO HA BOJATA, a

NoJTy4eHUAT UH MacaeH (UM 3aliMTaBa KoXaTa 6e3 fa ce MoTydaBa MaciieH riaHi. Jlobpe
neHeTpUpa B KoXKara.

4.3.

IIpoTHBONOKA3AHHA

DERMOVATE e npoTHBonokasaH np:
e CBpbX4YyBCTBUTEIHOCT KBM HAKOA OT CHCTABKUTE HA MPOAYKTA.

¢ Rosacea.




Acne vulgaris.

{lepuopaneH aAepMaTHT.

[TepuaHajieH U TeHUTAIICH NIPYPUTYC.

[TspBHYHM BUPYCHHM KHCKIUK Ha KoxaTa (Harp. herpes simplex u varicella).

DERMOVATE He e noka3aH 3a JIedeHHE Ha IILPBHYHO HHPEKTHPaHU KOXKHH JIE3NH, B
pe3ynTar Ha uHGEKIHY OT 'bOMYKH MK OaKTepHH, CBILO TaKa Ha JepMaTO3H IpH Jeua Noj e€aHa
roJMHAa, BKIIOYHTEHO ICPMATUT M KOXHUA 0OpHBH, IPHYHHEHHU OT MEICHH,

4.4, CnenuajHH NpeAyNpexXIcHHS H NpeaNa3sHH MEPKH NPH ynorpeda

[TpoALIKHTENTHOTO IEYEHHE C KOPTUKOCTEPOHIM 3a JTOKAIHO pHIOKeHHe TpOBa fa ce
u36srea, ocobeHo npu 6ebera u geua, 1ropaad Bb3MOXKHOCT 3a MOTHCKAHE Ha HaaOBOpeYHaTa
GYHKLHSA, IOpH NpH npriioxeHue Ge3 owysus. [Ipu nokasanusd 3a neueHne ¢ DERMOVATE
[IpH J€lia, Ce MPEnophYBa Ja ce NPoBepABa ChCTOAHHETO Ha TIALIMEHTUTE BEIHBXK CEAMHYHO.
IIpy Aecua noj eAHa rofAHHA, ENISHATE MOXKE J]a UMAT eeKT Ha OKITy3MBHA TIPEBPB3KA.

Clell mpoABbKHTETHO [IPUIIOAKEHHE HA BUCOKOAKTHBHH JIOKAJIHH KOPTHKOCTCPOUIH, MOXKE
71a c€ YCTAHOBAT aTPOdUYHH IPOMEHH OT CTPaHa Ha KOXaTa, KaTo Hai-4eCTO CE OMUCBAT Mo
nuuero. TpabBa qa ce MMa NPEABH L Pa3BATHE Ha MOXOGHH peaKi¥H [IPH Teparus Ha psoriasis,
lupus erythematosus discoides 4 TeXKa €K3eMa.

He ce mpenopbuBa MpUIOXKEHHE HA IPOAYKTA 33 [EPHOJ MO-IABAET OT 4 ceAMHULIN.

[To npelieHKa Ha JieKaps, J1eUeHUETO MOXKe a Ce 3aloYHe ¢ MOLIEH JIOKAIEH
KOPTHKOCTEPOH] H CIIE] U3BECTEH [IEPHOJ OT BpEME J1a ce NPEeMUHE KbM 110-c1ad.

[IpenopruBa ce MPEKPATIBAHETO HA NIPUIOKEHHETO Ha JIOKAITHUTE KOPTHKOCTCPOHIHM 112
CTaBa MOCTENEHHO, a HE PA3KO.

[Ipu npuaoxkeHHe BbpXyY KieNaduTe, Tpa0Ba la ce BHUMAaBa JICKAPCTBEHUAT MPOLYKT Jia HE
[OMI2JHE BbPXY OTKPUTATA HaCT Ha OYHTE, NIOPAId BB3MOXKHOCT 32 Pa3BUTHE HA IIayKoMa.

[IpUNOKEHHETO HA NIOKATHUTE KOPTHKOCTEPOUIM 32 ICYEHUE Ha PSOriasis Moxe 1a M0BES
O Pa3sBMTHE Ha HEXENaHN PEaKLMM, KaTO XpOHU(ULINpaHe, Pa3sBUTHE Ha TOJIEPAHC, MOBHILCH
PHCK OT TeHEpATU3HpaH MyCTYJI03¢H PSOriasis ¥ pa3BUTHE Ha JIOKaIHa HIIM CHCTCMHA
TOKCHYHOCT, IPHYMHEHA OT HapyllleHaTa 3alMTHa QyHKIMS Ha KoxkaTa. llpenopbysa ce
HaG/oIcHHE Ha MALMEHTA [IPH [IPUIOXKEHHE MPH psoriasis.

[Tpn viHpeKkTHpaHe HA BBINATUTETHH JIE3UH TpAOBa Ja ¢c€ Ha3HaYH MOAXOAAIO
aHTUMHUKpOOHO NeueHde, Besako reHepanu3upane Ha HHGeKUMATa H3UCKBA CIIUPaHe
[IPUJIOKEHHETO Ha TOKAJTHUTE KOPTHKOCTEPOUIM 1 Ha3Ha4aBaHE Ha CHCTEMHA aHTHMHKPOOHa
Tepanus. [ToBuIlIeHATa TEMNIEPATYPa M BIAKHOCT NPH OKITY3HBHHTE NPEBPB3KH, YNCCHABAT
uHdeKTHpaHeTO Ha ne3uute oT GakTepur. Koxara TpadBa Aa ce MOYMCTBA NPEaN Hanarane Ha

HOBA MpEBPB3KA.

4.5. BzamMopeiicTBHE ¢ APYTH JEKaPCTBEHH NPOAYKTH H APYra ¢opmn Ha
B3aHMOAEHCTBHE

Hama onmucanu.

4.6. BpeMeHHOCT H KbpMCHE

JIOKaTHOTO MPUIOKEHHE HAa KOPTUKOCTEPOU/IM IPH OPEMEHHH JKHBOTHH, MOXE Jia IOBCAC
10 pa3suTHe Ha deTainHun aHoMatuH. He € ycTaHoBeHa Bpb3KaTa Ha Te3H NPOABY C NIPHEMa HA
JIeKapCTBEHHS MPOIYKT NP YOBEKa. BHIIPEKH TOBA, HE CE NPENOPBYBA MHTCHIUBHO o Ticih 47,

NPHUIOXKEHHE (T.€. 32 PONBIDKATENIEH TIEPHOJ OT BPEME HIIH BbB BHCOKH JI03H); JEVTOKANAN" -
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KOPTHKOCTEPOUIM 10 BpEME Ha OPEMEHHOCT,
Be3onacHOTO NpUJIOKEHNE Ha K1006€T1a30/1 MPONHOHAT O BpeME Ha KbPMEHE HE €
YCTAHOBCHO.

4.7. EdexTH BLPXY criocofHOCTTA 32 odHpaHe ¥ paboTa ¢ MAIIHHH

He ce ouakBar.

4.8. HexenaHu JeKAPCTBEHH PEAKIHH

HexenanuTte peakijuu ca NpeACTaBEHH MO-I0Ny CIope]l cucTemMara oprai-Kiac v
yecToTaTa. UecTOTHTE cE AeUHUPAT KATo: MHOrO decTH (21/10), yectr (=1/100 1 <1/10),
Heyectd (=1/1000 u <1/100), peaxu (=1/10 000 u <1/1000) 1 MHOrO pEAKH (<1/10 000),
BKTIOUMTENHO H30TMPaHH CHOOIEHHS. MHOrO YECTHTE, YECTHTE M HEYECTUTE CHONTHA
OGMKHOBEHO Ca YCTAaHOBEHH OT HAaHHH OT KIMHHYHHU Npoy4yBaHus. CTOHHOCTHTE MpH mianebo u
CpaBHHMTENHUTE PPYIH He ca B3€TH MO BHUMaHKe NIPY ONMPEJIENIHETO HAa KATErOPHUTE NO
YEeCTOTa 33 HEeKETaHUTe CHLOUTHSA, YCTAHOBEHH OT JAaHHH OT KIMHHYHH IpOy4BaHu#A, Thi KaTo
Te3H CTOMHOCTH OBHMKHOBEHO ca CPaBHHMH C TE3H B aKTHBHATA IPyMa Ha JieueHHe. PeAKUTE H
MHOFO PeAKHTE CHOUTHA Ca YCTAHOBEHH OCHOBHO OT CIIOHTaHHHU JaHHH.

Hapyulennss Ha HMYHHATA CHCTEMA
MHoro peakd: CBpBXUYBCTBHTEITHOCT

Ha MACTOTO Ha IPHIIOKEHHUE MOTAT ja HACTHIAT JIOKATHH PEaKIMK Ha
CBPBXYYBCTBHTETHOCT KaTO 3auepBsiBaHe, 00pHB, CbpOex, ypTHKapus, JJOKAHO KOXHO ITAPCHE U
ajieprudeH KOHTAKTEH JAEPMATHUT, KOUTO JIa Hanoao0sBaT CHMITOMH Ha 3a00/IBaHETO, KOETO Ce
NIeKYyBa.

AKO HaCTBIAT CHMIITOMH Ha CBPBXYYBCTBHTEIHOCT, MMPHJIOKEHHMETO TpAOBa fa ce
npeKpaTH He3abaBHO.

HapyuieHns Ha ¢HAOKPHHHATZ CHCTEMA

MHoro peaku: IIposiBM Ha XUIIEPKOPTHLIMIBM

KakTo mpH ApyruTe JOKATHH KOPTHKOCTEPOUIH, MPOAB/LKHTEIHOTO NPHIIOKCHHUE Ha
BUCOKH JIO3H UJIM BbPXY OOLIMPHH YHaCTBUM OT KOXKaTa, MOXE Ja I0BEAC N0 KIMHHYHO 3HATHMA
CHCTEMHA pe3opOlLHs, KaTo B pe3y/ITaT Ha TOBA C6 yCTAHOBSBAT NPOABH Ha XUIICPKOPTHIIHIBM.
Haii-uecTo Te3u edekTd ce onmycpart rpy 6ederta u Jena WiH Ipy H3MOoN3BaHE Ha OKITy3HBHA
fpesph3Ka. [1pu feua nox 1 roanHa NEACHUTE MOXKE Jia MMaT e(eKT HA OKITY3HBHA NPEBPB3KA.

[Tpu npuoKeHue Ha ceIMHYHA 032 TIPH Bb3PACTHH MO/ 50 g, B HAKOH CIIy4aH C¢
YCTAHOBSIBA IPEXO/IHA CYNIPECHs Ha XUIOTAIaMO-XUTIo(hH3apHO-aipeHaIHaTa oc. Clie/l CIUpaHe
Ha KpaTK{s KYpC Ha Tepanus, ¢ J0Ka3Ba Bb3CTaHOBABAHE Ha N0KA3aTEIIMTE B peepeHTHH

CTOMHOCTH.

CpaoBHR HapyIIEHNA

Heuectu: TfunaTanys Ha NOBbPXHOCTHUTE KPEBOHOCHH CBJOBE
[TpONBIKUTETHOTO M UHTEH3UBHO NIEUCHHE C BUCOKOAKTHBHU KOpmchepoMﬁﬁj; T

s R _
[pH M3MON3BaHE Ha OKIY3UBHH IPEBPB3KH WM MPH NPUIIOKECHHE BBPXY KOXKHU TBHKH. . = 7
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HapyuieHnsi Ha KOKATA M NO/IKOKHATA ThKaH

Heuecru: JIokanHa atpodud, CTpUM
Muoro peaky: HM3THbHABaHE, IPOMEHM B MUTMEHTAUUATA, XUIEPTPUX03a, 00OCTPAHE Ha
OCHOBHMUTE CHMIITOMH, ITYCTY/IO3€H PSOriasis.

[TpoaABIHKUTETHOTO U UHTCH3UBHO JIEYEHUE ¢ BUCOKOAKTUBHU KOPTUKOCTEPOHAHH
NPOAYKTH MOXKE Ja [peIU3BUKA JIOKATHU aTpOPUYHH U3MEHEHHS Ha KOXKaTa KaTo H3THHABAHE H
cTpHuH (BX. cbo ChI0BH HApYHIEHH ), OCOOEHO IIPH H3MONI3BaHE HA OKIMY3HBHU NPECBPhH3KH HITH
NpH NPUIOKEHHE BHPXY KOXKHH MBHKH.

B MHOTO peJKH CTy4au JEUCHUETO Ha PSOriasis ¢ KOPTHKOCTEPOHIH (KITH CIIE/ CITHPaHe Ha
TepanuaTa) MOXE Ja NpeAM3BUKa Pa3BUTHE Ha ITyCTYJI03Ha (GOPMa Ha 3a00JIIBaHETO.

4.9. llpeno3upane

Manko BEpPOATHO € J1a HacThIIX OCTPO Npeao3upane. 11pu CHCTEMHO IpeIo3UpaHe UITH B
ClIydaM, KOraTo HE C€ CIa3BaT NPeropbKUTE 3a MPHIOKEHHE, MOXE Aa C¢ YCTAHOBAT CUMIITOMH
Ha XMNEPKOPTHLIM3BM, B TO3M ciydail ce NpenopbuBa HAMAISABAHE WJIH MOCTENCHHOTO CIIUpaHe
Ha NPHICKEHUETO HA JIOKATHH KOPTHKOCTEPOHIH N0/ JISKAPCKH KOHTPOJI NTOpaay pUCK OT
HanOBOpeUHa HeJOCTaThYHOCT.

5. apMako.JOrH4HH CBOHCTBA

5.1. PapmMakoaHHAMHYHH CBOHCTBA
ATC xon: DO7ADOI

CoIriiacHo YeTHpHCTENeHHaTa KiIacupuKalus 1o OTHONICHHE aKTHBHOCTTA Ha JIOKATHUTE
KOPTHKOCTEPONAN Ki1o0eTa30Mn MponroHaT c€ NPHYHC/IABA KbM Ipyrnara Ha KOpTHKOCTEPOHIHTE
C MHOTO MOIIHO JIOKaJIHO JCHCTBHE.

OcHoBHUAT edeKT Ha KI00eTa30)1 MPONMOHAT BBPXY KOXKaTa € HecnelndpHyHa
NPOTHBOBBL3NATUTEICHA PEAKLMA B PE3YITAaT Ha BA30KOHCTPUKIUA U HAMalsBaHE Ha
KONareHOBHSA CHHTES.

5.2. (PapMaKOKMHETHYHH CBOHCTBA
Pezopboyun

[IpoHHKBaeMOCTTa Ha KI06E€Ta301 MPOIMMOHAT I1Pe3 KOXKaTa € pasiIuyiHa IPH OTACHHUTS
MHIMBHIM M MOXE Ja ce MOBHILH NPH H3NOJI3BAHE HA OKITY3UBHHU NIPEBPH3KH, HAJTMYHE Ha
BB3NAJICHUE I IPYTH KOXHHU JIC3UH.

Paznpeoenenue

CpeaHa BLPXOBa IJIa3MeHa KOHIEHTPalMs Ha Kjo0eTa3on MPONKHOHAT OT 0,63 ng/ml e
6iJ1a percTpUpana B €HO H3NHMTBAHE OCEM Haca Cjie]l BTopaTa aruMkaus (13 Jaca cien
mbpBaTa arMKauus) Ha 30 g kroberason npomnuoHart 0,05 % Ma3 BbpXy HEYBpECHA KOXKa Ha
3/[paBX MEAMBHAK. Crell aruiMKalys Ha Bropata f03a oT 30 g Ko6eTa30/i IPONHOHAT KpeM
0,05 % cpennaTta BbPXOBa I1a3MEHA KOHLEHTpalusA € OWiia MaJKO MI0-BMCOKA OT Ta3H Ha Ma3Ta
1 e 6una perucrpupana 10 gaca cnen anyiMKauuATa. B Apyro M3NUTBaHE CpEAHH ,B’BpXDBH,
nnasMeHH KOHLeHTpauuu ot npubnnsutento 2,3 ng/ml u 4,6 ng/ml ca Ouiu Hfﬁﬂmnaaaﬂu npn
TAlMEHTH CHLOTBETHO ¢ ICOPHA3HC U €K3E€MA 3 Yaca Cliel eAnHUYHA annnxammﬁa 25 g T TR
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Memabéonuzom

Cnen kato ce pe3opbupa npes Koxara, K1006eTa3olt IpoNnHOHAT BEPOITHO CleNBa

MeTa0O0JIM3Ma HA CUCTEMHO NIPUIOKEHHUTE KOPTUKOCTEPOUAH. MeTaGONUTHHUAT IILT Ha
IPUIOKEH CUCTEMHO K100€Tazoi NponroHar obade He € OMIT ONMMUCBAH HJTH H3CeaABaH.

5.3.

6.2.

6.3.

6.4.

6.5.

IIpeaAkIMHHYHH JaHHH 32 0€30MACHOCT

Bx. Touka 4.6. bpeMEHHOCT U KbpMEHE

(Dapmanen'mqm{ AaHHH

ClHChK HA NIOMOIIHHTE BEIECTBA

I nMuepun MoHOCTEapaT
{{eTocTeapUnOB ANKOXOJ

[TyeneH BoCEK 6621

Apnanen 165

[TponmuneHrmuKon

XopoKpe30J

Hatpues uutpar

JIUMoHeHa KuceluHa, MOHOXHIpaT
[IpeurcTena Boga

HecLbBMECTHMOCTH

Hama onucaHu.

Cpox Ha roHOCT

2 TOOUHU

CnenuajaHn YCI0BHA Ha CbXPAHCHHC

Ha ce cexpansBa npu TeMiiepatypa noj 30°C.

Tanyuy 3a ONTIAKOBKATA

Meka TyGa oT aTyMHHHI ¢ BBTPEILUHO JIRKORO MOKPUTHUE Ha OCHOBA OT €MOKCHAHA CMOMAa U

TBbpAa Kalla4yKa OT ITOJUIIPOITHICH.

6.6.

KaptoHeHa kyTus, ceabpiKama Tyba ot 25 g.

CrenyajJHH Npeana3sHH MEPKH NPH H3XBLPJsSHE U padoTa

[TaupenTHTe TpaOBa Aa OBAAT NOCHBETBAHY Ja H3MHUBAT PHLLUETE CH CIE MPHIOKEHHE Ha

JIEKAPCTBOTO, OCBEH B CIIYYAaUTE KOraTo CE JCKyBAT PBUETE.

7.

Dermovate kpeM He TpsiOBa Aa ce paspexna.

IIpuTexaTes Ha pa3penmIeHUeTo 3a ynorpebda

Glaxo Group Ltd.
Greenford road, Greenford
Middlesex UB6 ONN
BenukoGpuraHud




8. Homep(a) Ha pa3pemenneTo 3a ynorpeoda

Ne 20030370

9. /lara na nbpBO paspelaBaHe/IOTHOBABAHE HA PAa3pPelICHHETO 32 YIOTpeoa

JlaTa Ha IBPBO pa3pelliaBane 3a ynotpeba - 29 ampmr 1992 .,
JlaTa Ha MOHOBSBaHE HA pa3pelIeHUeTo 3a yroTpeba - 21 maii 2003 r.

10. Mara Ha akTyaJH3HpaHe HA TEKCTA
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