NAN
ONOBPEHO!

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
CLOBEDERM
KJIOBEIAEPM
1. UIME HA JIEKAPCTBEHHUS ITPOAYKT
CLOBEDERM 0.05% kpem
KJIOBEAEPM 0.05% cream

2. KOJIMMECTBEH H KAYECTBEH CbCTAB
JlexapcTBeHo BewecTso B 100 g kpeM: KnoGerasonos nponnonat /Clobetasol propionate/
0,05 g

3. JIEKAPCTBEHA ®OPMA
Kpem

4. KIMHHYHHU JAHHHA

4.1. NOKA3AHUS

Clobederm kpeMm ce u3non3Ba 3a KpaTKOTpaHHO JICUCHHC Ha KOPTUKOYYBCTBHMTC.HM,
HEMHQEKTHPAHU OTPaHWYCHU TIO MUIONI JACPMATO3M, PE3UCTECHTHH Ha IO-MAITKO MOIIHK
KOPTUKOCTEPOUIM KATO!

e Psoriasis vulgaris, ¢ n3kmoueHue Ha redepanusupad Psoriasis Ha niaku,

¢ Pe3UCTCHTHHU Ha Tepanus eK3eMHU;

¢ Lichen planus;

e Lupus erythematosus discoides 1 Apyru KoxHY 3a00/IsBaHUA, PE3UCTCHTHN Ha JICUYCHNE
C 10-Ci1a00aKTUBHH KOPTAKOCTEPOHIH.

4.2. 1O3UPOBKA U HAYUH HA NPUHINOXEHHUE.

Clobederm xpewm ce 1faHacs 1-2 5TH AHEBHO HA THHLK CIIOH BHPXY KOXKATa JI0 ITOCTHTAIIE
Ha TIOJIOXKHTENeH e(heKT. AKO TaKbB HE Ce NMOCTUTHE 32 MepHoa OT 2 CeAMMIM, T€YEHNETO
Tpa0Ba na ce npeoneHu. lIpn HeoOXoauMoCT € BB3IMOXHO IPOBEXKIAHETO HA KPATKH
[TOBTOPHH KypCcoBe. AKO ce Hajiara Io-npoAbIKHTENTHO IeueHHe TPA0Ba a C€ MPUITOXKH
110-c1a0 JIOKaJIeH KOPTUKOCTEPOU L.

Clobederm kpeM ce¢ npuiara NOpd HeHapyileHa KOMXKHA I[OBLPXHOCT, ThH KaTo ce
yBEIMYaBa PHUCKBT OT I[IOBHiLIEHAa pe3opOlrd NpH MOPUIAraHeTo MY BbPXY KOXKa ¢
HApPYIICHA [SI0CT.

[Ipy MHOro pEe3UCTEHTHH Ne3HH, OCO0eHO KOTraTo € HallHlEe XHUIIepKeparo3a, ¢ Ore]
3aCHJIBaHE NEHCTBUETO HA IPOAYKTA MOXKE Ja C€ HAJIOXKU IIpeBpb3Ka.

4.3. IIPOTHBOIIOKA3AHNS]

Clobederm xpem He ce npuiara npu: J—
¢ (CBpPBLXYYBCTBUTEIHOCT KbM aKTUBHOTO M HGMOMH&}?@@@@I@}E ‘1
Pozanes; T e 5 N
AKHE BYJITapHC;
[lepHOpaneH AEPMATHT; Lo
llepnaHaneH U reHUTANEH IPYPUTYC; : ﬂ‘ |



[I.pBUYHA KOKHHW BUPpYCHH wHexkunH (herpes simplex w Bapuiea);
KoxXHW MIKO3M;

Hu@ekTupanu ¢ 0aKTEPHU JIE3NU;

MeoUKaMEeHTO3HH ASPMATHTH;

KoxnHa tyGepkynosa;

Koxen cupunuc.

4.4, CIIEUHAJIHHU [MPOTUBOIMOKA3AHUWA " CNNEMHUAJIHHN
NMPEAYIIPEXIAEHHUA 3A YIIOTPEBA

[1pm neua no 12-roautmua Be3pact Clobederm ce 1ipwiiara camo 11py C1pora rnpeueHKa Ha
[IOKa3aHWATa W ChOTHOUIEHWETO NoJi3a/pUCK. AK O TOBa C€ Hajara, HpeiophYHTeNIHO €
JIEYCHUETO 1A ¢€ KOHTPOJAMPa BEAHBXK CEIMMUYHO OT jeKap-aepMaronor. TpabBa na ce uMa
IIpeOBH/I, Y€ ACTCKUTE MEJIEHH MOraT Ja AEHCTBAaT KaTo OKITY3HBHA MIPEBPH3Ka.
ITpoIbIDKUTETHO JIEYSHHNE ¢ MPOAYKTa TpAOBa Oa ce n304rea, ocodeHo Npu Jiena, Thi KaTo
€ Bb3MOXKHA aJipCHAllHA CYIIPecUua nopu O3 OKITy3IuBHa NPEeBphIKA.

Jla ce u30ArBa NpuiIOKEHUETO Ha IPOAYKTa B MHIBUHAJIHATA I'bHKA U aKCHJIATA.

[Tpu w3nonssaneTo Ha Clobederm BLpPXY NHMIETO, JEUEHHUETO TPsSiOBa Ja NPOIBIDKH HE
ITOBEYE OT S OTHKW W He TpAOGBa [1a ¢e M3IOJ3Ba IIpeBpbh3Ka. BepXy smuero, B mo-rojigma
CTCIEH OTKOJAKOTO APYTraje Mo KOXKATa, MOXKE Ja C€ pa3BUE KOXKHA aTpoQu.

[Tpy npunoxxernne BRPXy KienadnTe TpaOBa fma ce n3bArsa momaaaneTto Ha NpOJyKTa B
O4HTE, ThH KATO CHINECTBYBA PHCK OT IiIayKoMa. [IpH MomajgaHe B O4UTe € HEOOXOAUMO
OBp30 OTMHBAHE C TONAMO KONIMYECTBO BOJIA.

B uuTepec Ha panyoHanHaTa TepalMs [0 NpEeleHKa Ha JICKaps CIHPaHeTO Ha MMPOAYKTA
Tpsa6Ba Ja ¢TaBa NMOCTENEHHO H [Ia ce IPeMHHE Ha MMIOKOKOPTHKOM C 110-Ci1adbo JeHCTBHE.
[1pu Jiedenye Ha NMCOpPHa3HC € HeoOXoAUMO BHUMATe/IHO Hal.IFoIeHne Ha 1lalHeHTa, 3a 1
C& MPEAOTBPATAT PELUAMBY, PA3BUTHE HA PE3UCTCHTHOCT, PA3BUTUC HA MECTHA WM 002
TOKCHYHA Peaxilus Nopaau HapylnaBane Ha OapuepHaTa QYHKIIMA Ha KOXara.

Ilppy wuHpexTMpaHe Ha KOXHUTE Je3uu TpdOBa [a C€ TPUWIOKH MNOAXOAdANa
anTuOakTepuanna Tepanui. Bcako pasnpocTpaHeHne Ha HMH(peKuUnATa HM3NCKBA
peKpaTABaHe Ha JIEUEHUETO C KOPTHKocTeponaa. bakTepuanHa uHdekuua tpadBa aAa ce
[IOHO3Upa ITPH HAIMYHE HA 3aTOTUIAHE ¥ OBJIAXKHABAHE HA KOXKHATa JIC3HS 1101 OKIIY3WBHATA
[IPEBPB3KA.

IIpoayKTHT CbAbpHKA METHA W OPONUA MapaxuIpoKcuOeH30aT, KOMTO MOraT 1a NpUYUHAT
aIEpTHUHY peakiMu OT 3a0aBeH W, B pEAKH CTydau oT Obp3 THII.

4.5. JEKAPCTBEHUW U IPYTH B3ANMOJENCTBUAL.
HsaMa naHHU 3a yCTaHOBEHH JICKAPCTBEHM B3aUMOIeicTBUA.

4.6. BPEMEHHOCT 1 KbPMEHE.
YmorpebaTa no BpemMe Ha OPEMEHHOCT, OCOOCHO B NbPB pr, € HEXKCJ1aTe/1Ha.

Jla He ce Tpuara Ha y4acThLH OKOJIO MaMilaTa npﬂﬁfﬁpmm(ﬁ
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4.7. EOEKTH BBPXY CHOCOEHOCTTA BA IﬂﬂdiHPAHE M PABEOTA C
MAIIMHM.



Clobederm xpeM He BiTuse BbpXY CIIOCOOHOCTTA 32 odupaHe v padora ¢ MalIHMY.

4.8. HEJXXEJIAHU JIEKAPCTBEHH PEAKLIUMU.

KakTo u 0pH JpyrUTe JOKaTHA KOPTUKOCTEPOHAH, NPOABIDKUTETHOTO JICYCHHE C I'OJIEMU
KOAWYECTBA WM HaHacgHE BBPXY OOIIMPHM Yy4YacTBIM MOXE Ja JOBEAE 1O KOXIa
pe3opOLHs, HaBIH3aHe B CHCTEMHOTO KPBHBOOOpaIIEHUE U XUIEPKOPTHLM3BM. 1031 eDeKT
e IIO-BEPOATEH IIPH Jela U 0COOCHO ITPU HAJIaraHe Ha OKIIY3HBHa IPEBPBH3KA.
[TpousinkuTe/iHO ¥ MHTEH3WBHO JeueHKe ¢ Clobederm kpem mMoxe Ia A0BEAC A0 JTOKAIHH
aTpoPMuHM NPOMECHM Karo MW3TbHABAHE Ha KOXKara, CTPUM M PaslLHUpABAHE Ha
OBBbPXHOCTHUTE KPbBOHOCHH CHAORBE.

B1u3MoxHa € NpOMANA Ha MACMENTAIMATA M XHITEpTpUX03a.

B penku ciaydyaw JeUYeHMETO Ha MCOPHA3HMC ¢ KOPTHKOCTEPOUIH (MU TIPEKLCBAHETO MY)
MOJKe J1a TPOBOKKpa MmycTyjiapHaTa gopma Ha 3ab0isiBaHeTo.

Moxe 1a ce HabJilonaBa H30CTpsAHE HA CUMIITOMUTE Ha ChIIECTBYBALLOTO 3a00/IABAHE.

4.9, IPEAO3UPAHE

AbGcopbupaunsat Clobetasol propionate € BbIMOXKHO Aa CC BKIOYM B CHCTEMHOTO
KphBOOOpalleHHe ¥ Jla NOATHCHE XUMOoQH30-HaA0nOpeuHaTta QYHKIHSA, KIHHHYHO
n3pa3zeHo ¢ KBIUHHT CHHAPOM, XUTIEPTIIMKEMUSA H TJIKKO3YpHAL.

YcraHoBeHa e nepkyraHHa abcopbnus Ha Clobetasol propionate 1 npe3 HEYBpeAEeHa KOXa.
Oxi1y3HBHATA TIPEBPH3KA MOBUILABA NPOLIEHTA HA pe3opOIusd, Iopaan KOeTO € Bb3MOXHO
peo3upane.

5. PAPMAKOJOI'MYHHU JAHHN

5.1. PAPMAKOJUHAMMWYHU CBOMCTBA

ATC xon DO7A D01

Clobetasol propionate € CHHTETHYEH KOPTHKOCTEPOUI C M3pa3€Ha I'MIOKOKOPTHMKOMUAHA U
ctaba MHUHEPAIKOPTHKOWMOHA AaKTHBHOCT. B  wiacupukaumara Ha  JIOKaJIHUTE
KOPTUKOCTEPOUIHN € B 4 rpyra (HalH-MOILIHHN).

[IpuTexapa NPOTHBOBBL3NAAKUTEACH U AHTHAJIEPTHUEH €EKT.

(OOpa3zypBaHUAT KOMIUIEKC CTEPOUI-PELENTOP CC TpaHCOOpTUpa B AApdTa HA KIACTKHUTC K
BJIUAEC BLPXY CUHTe3ara Ha TpaHcnoprHata-PHK, a orramMm w BLPXY CHHTE3ara Ha
JTUMOKOPTHHU. 1€ OKa3BaT BIHMSHHE BBPXY OQocdonunaza A, KOATO peryavpa
obpa3yBaHETO Ha apaxMAOHOBAa KHCEIMHa. 19 € I[peKypcop Ha CHHTE3aTa Ha
IIpocTarjaHIuHU ¥ JIEBKOTPHEHH.

[1pHIokeHH JTOKAJIHO, KOPTUKOCTEPOUINTE 3aBPIKAT OCBOOOKIABAHETO HaA JIMITO30MHHTE
EH3HMHU upe3 MEMOpaHHO-CTA0UNM3UpaLll EPEKT. |
MIMyHOCYNPECUBHHAT €(PEeKT c€ OBKM Ha MOTUCKaHe Ha MeArMpaHaTa OT [-XeJINepHUTC
AUMPOIITH IIHTOTOKCHYHOCT.

5.2. PAPMAKOKWUHETHYHHA JAHHU e “'j““"*-?q\

Clobetasol propionate Moxke Ia ce pesopbupa mpes xgéﬁ*:&ra' cre ‘MOKATHO MPUIOKEHUE,
oco0eHO IMpY HapylUIcHa enuTenHa Dapuepa WIN Kora'm OﬁlJIHpHﬂ Gﬁna\flﬁ OT TSJIOTO Ca
NOKPUTH 3a AbIbL IEPHOI OT BpEME. ;; U R T
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YCTaHOBEHA ¢ IEPKyTaHHa pe3opOLMs U Mpe3 HEMOBpEAeHa KOXKa.

JlokanHuTe KOPTUKOCTEPOUAH, NPUIOKEHY BBPXY rojiaMa IIOUL WKW HapylLICHA CIIMTEIHA
Oapuepa ce BKIMOUBAT B CUCTEMHOTO KPbLBOOOPDBHICHME W Ca ¢ NOBCACHNC Ha CHCTCMHO
NPUIOMEHNTE KOPTUKOCTEPOH TN,

3.3. MPEAKJIHHUYHH JAHHU 3A BE3OIMMACHOCT

3.3.1. KapunHOreHHoCT U MYTATreHHOCT

He ca nmpoBe:xgaHH ONMWTH € )XHUBOTHHU 3a OlpeACNIHE Ha KapUWHOTCHHWA W MYTAreHHUs
NIOTCHUMAT HA JIOKATHHTE KOPTHKOCTEPOUIH.

Pesynrature OT NPOBEACHHTE TECTOBAa 33 MyTareHHocT — Ames test, Saccharomyces
Cervisiae 3a reHHa KoHsepcus W Bapupade y E. coli B WP2 ca otpmiiarernn.

B m3cnenBanus BEPXY QEPTHWINTETA HA MTLXKKH K XKEHCKH TTHXO0BE, TPETUPAITH ITE€POPAITHO
¢ Clobetasol propionate B8 no3u no 50 mg/kg T.M./1€H e ycTaHOBEHaA JUIICa Ba TOKCHYEH
€PEKT BBbPXY (DEPTUWIUTETA HA MBXKHU ILTBXOBE. Y »MEHCKUTE HHIMBHAW € YCTAHOBEHO
yBeJInyaHue Ha Oposi Ha pe3opOrpanuTe eMOPHOHN M HaMaJIeHHE Ha TIPSXUBENNTE (heTycw.
3.3.2. TepaTorennocT

Clobetasol propionate He ¢ u3caeaBaH 3a TeparoreHeH NOTCHUMAN CACd JOKARIHO
MPUIOKEHHe, HO WMa JAaHHM 3a 3HAUYUTEJIEH TepaTOT€HEH e(EKT cief CyOKyTanHo
IpunaraHe Ha 3aiild ¥ MUIIKH.

[Ipunoxen cyOGxyTaHHO BBpXy Muiuxu B no3u or 0,03 mgkg T.M. a0 1 mg/kg T.M.
Clobetasol propionate nposaBgBa TepaTOTreHeH e(eKT, H3pa3eH B CKEIETHU Mall(pOpMalliy 1
HenHaTo Hedue.

[Tpu 3aiiun Clobetasol propionate, npuaoxeHn cydxyraHHo B 4031 ot 3 ao 10 pg/lkg T.m.
NpOABABA MYTArCHCH CQEKT, U3Pa3eH CbLIO B LENHATO HEOLE U CKCICTHH Man(opMaLiiu.
Karo ce mma mpe/IBHJ NepKyTaHHATa pe3opbunsa cien nmokanHo npunarane, Clobetasol
propionate e CbC 3HAUHUTETHO TO-TOJIAM TEPATOTCHEH IOTEHIIHAl OT JpPYr# Imo-ciabo
AKTMBHU KOPTHKOCTEPOUIN.

5.3.3. JlokanHa KOIKHA NOAOCHMOCT .

JIoxannaTta xoxua noHocHMOCT Ha Clobederm 0,05% xpem e usinrada Bepxy 10 Opos
Oea mopcku cBuHYeTa ¢ Terno 300-350 g cmea €AHOKpaTHO AHCBHO CIMACPMANHO
arnuuupade Ha 0,2 g OT NpOAYKTa BbpXY AENHIHPaH YYacThK 2,5X2,5 ¢mM B NPOAL/DKCHHC
Ha 12 guu.

JIanHWTE Ha U3Cae/IBAHETO MOKA3BaT JIUTICA Ha JOKAINO KOXKIIO JIPA3HENO JIEHCTRHE.,

6. PAPMAIIEBTHYHU JAHHHN

6.1. CITMCBK HA IOMOIONHHUTE BEHHIECTBA
ETHnoB ankoxos, OPOIMIEHITIMKON, H3onponunmupuerar, noaucopbar 80, EJTA
auHaTpud, kxapbomep 980NF, TpueraHonaM#uH, JHMMOHEH2  KMCCIMHA, [POIMHI
rapaxuapoKCUOEH30aT, IPEYNCTEHa BOJA.
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6.2. PA3UKO XUMWYHN HECHhbBMECTUMOQCTH-
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6.3. CPOK HA T OJHOCT
3 TOAUHU

6.4. CIIELHUAJIHHU YCJIOBUA HA CbXPAHEHHE.
IIpn remnepatypa moa 25°C.
Jla He ce 3aMpa3sBa!

6.5. IAHHH 3A OIIAKOBKATA.
Clobederm xpem 15 g B ABOMHO JJAKUpaHU aNyMHHUEBYN TYOH

6.6. IIPEIIOPBKH IIPEAU YIIOTPEBA
HsaMma

7. TME N AJAPEC HA TIPUTEXATEJIA HA PA3IPEINEHHUETO 3A
YIIOTPEBA

AxKrtapuc EAJ]

yi. "Atadac [Iykos" Ne 29

1407 Codusa, bnarapus

8. PETUCTPAIIMOHEH Ne B PETHCTDBPA 110 YJI. 28 OT 3JIAXM
200110157/19.01.2001

9. JATA HA IN'bPBO PA3PELLIABAHE 3A YIIOTPEBA HA JIEKAPCTBEHNWSA
[NIPOAYKT
[Ipotokom Ned77/10.06.1987 rog.

10. JATA HA AKTYAJINZAIIUA HA TEKCTA
FOnu 2008 1.



