LOCOID Lipocream

KPATKA XAPAKTEPUCTUKA HA TTPOOAYKTA

1, VIt® Ha NOKAPCTEEHOTO CPEACTEO MURUCTERCTBO HA 3BPABEOMASBAHETO

Npsnonenne kit ff~ 4.0 PER/7F-0 -06

Locoid Lipocream cream 0.1 % paspetiedite 2a ynoTnata b Y

2. KaueCTBEH M KOJIMYECTBEH CLCTAB 5(? f/ﬂﬁ- I2.04 {M/@

Locoid Lipocream cbhabpXa nexapcreeHo BellecTtso Hydrocortisone
butyrate 1 mg/g
Locoid Lipocream cbuabpa 6ycdepuparn emyncum macrio/Boga

3. llekapcTBeHa thopma
Kpem

4, KnuHUYHU BaHBM

4.1 MNokasanus

HOB'prHOCTHM OEPMETOo3N, NoBNMABaLUN Ce& OT KOPTUKOCTEPONAN U KOUTO He
ca npyuikHEHRN OT MUKPOOpPradnamn

4.2 [lozMpoBKa U HAYWMH Ha NpUrioXxeHue

1-3 MbTU GHEBHO BbPXY KOXaTa ¢e HaHacs Marnko konuyectso Locoid.

Cnefn nogobpsiBaHe Ha CbCTOSHUETO Ce Npunara efAuH MbT AHEBHO Unn 2 Ao
3 MbTU ceaMUYHO.

Ob6uKHOBEHO He TpsiDBa [a ce U3nNon3Ba cefMUYHO NoBeYe oT

30-60 g npun Bb3pacTH 1 15-30 g npu pela.

Locoid TpabBa Aa ce HaHacs B ThHBK CrO BbpXy 3acerHarara koxa. Moxe
NeKo fa ce MacaxXupa, 3a fa NpoHuKHe rio-fobpe B Koxara.

4.3 TNpoTuBonokasaHna
- KoxxHn nesun, npegussukaHu oT:

* bakTepwanty rHdbexur /Hanp. nuogepmus, cuunUCTUYHA 1
wﬁepKynoaHm npouecu/

* BUPYCHY WHheKLM /Bapuiiena, Xepriec CuMIieKc, xepnec 30¢3

* MHeKumn, npe,qmssMKan OT rBGUIK U ,qpom,u,m
*napasuTHy nHdekunK Hanp. kpacta/



- YRUeposHn KoXHU Nesun, paHn

- HEXXenaHu peakumn, NpeansBuKaHn OT KOPTUKOCTEPOUAK /Hanp.
nepuopaneH gepMaTuT, atpoduyHi cTpun/

- NxTuo3aa, oHolLECKa nnaHTapHa AepmaTtoaa, akHe, posalea, YynrnuBocT Ha
KOXXHUTE KPBBOHOCHU ChAOBE, aTpohusa Ha koxaTa

- CEBPBXUYBCTBUTENHOCT KbM NMOMOLUHWUTE BELLECTBA WS KbM
KOpTUKOCTEpOMAN /MocregHaTa ce cpetla no-psgko/

4.4 CneuuanHv NpoTUBONOKa3aHua U creynanHv npegynpexaeHus 3a
ynotrpeba

He Tpabea fa ce npunara Bbpxy khnenadute, nopain Bb3MOXHOCT Ha KOHTAKT
C KOHIOHKTMBATA, C PUCK 32 Npeau3BuKBaHe Ha rraykoma winm cybkancynapHa
kaTapakTta. KoxaTta Ha nnueTo, OKocMeHaTa KoXa W KoXaTta Ha TeHnTanunTe
ca 0coBeHO YYBCTBUTENHMK KbM KOPTUKOCTEPOUAW, NOpafmn KOeTo &
enaTenHo MbBPBOHaYanHo Tesyn 06nact fia ce TpeTMpaT camo Che criadn
KOPTUKOCTEPOUAN.

Korato kopTUKOCTEpONAMTE Ce npunarat Bbpxy ronamMa rnosbpxHOCT U
ocoBeHo nof NpeBpbL3Ka uni B KOKHW MbHKW abcopbumsata moxe ga 6bie
yBENUYEHa 1 fia ce nonyym nHxubupane Ha yHKumATa Ha HaabLopeuHara
Kopa.

Mpu geua NofTMCKaKeTo Ha dhyHkUMATa Ha HaabbbpelnTe ce noyyvasa no-
OBp30.

OcBeH ToBa MOXe Oa ce MOATUCHE N OTASNSHETO Ha pacTeXHMs XOpMoH. AKo
ce Hanara NMPOABLITKUTENHO JNleveHne, e NpenopbyBa pefoBHO U3MEPBaHE
Ha pbCTa 1 TEIIOTO, KaKTo 1 U3criefBaHe Ha KOHLEHTPpaUumnATa Ha ninasmMeHns
KOPTWU3OA.

CpasHUTENHO U3NUTBaHe Npu Aela TpeTupaxdn 4 ceqmuum ¢

30-60 g Locoid yHrBeHT iy ¢ 1% YHIBEHT XUBPOKOPTU3OH CEAMUYHO HE
nokassa sHaJuMMy Pasnuky BLB yHKUMATa Ha HaabbbpedyHata kopa.

A.5 IlexapcTBEHU U BPYrY B3auMopeiRcTBus
Hsama naHHn
4.6 BpemMeHHOCT U KbpMeHe

M3BecTHO e, 4e KopTUKoCTepouauTe NpeMuHaBaT Npes nnauleHTarta 1 morat
[ia BNUsAT BbPXY Mnoga. Toea Gy umaro sHavyeHue npu MHTEH3UBHO nevenne
Ha rofiemy MoBbLPXHOCTU CbC CUITHO-AENCTBALL NPoAYKT. 3nnTeanuns npu
JKUBOTHW NOKA3BaT, Y€ KOPTUKOCTEPOMANTE Ca TEPaTOreHHMW.

He e useecTHO ganu KopTukocteponante abcopbupanun npes xoxxara morat
Ja npemuHaT B Kbpmara. AKo ce npwiiarat ronemu konmvectsa Locoid,
KbpPMEHETO MOXE [1a CE NMPEeYyCTaHoBM.

4.7 Edbektn BLPXy cnocobHocTTa 3a WwotupaHe u pabora ¢ MalluHK.




4.8 Hexxenahu NeKapcTReHWU peakuvu
Tokannu:

- KOXXHa aTpodus, YecTo HeobpaTuMa, ¢ U3ThHABaHEe Ha enugepMuca,
TereaHrMeKkTasus, nypnypa u cTpum

- nepuopaneH ¥ nogobeH Ha posales AepMaTuT ¢ unu 6es koxHa aTpogusn
-"rebound” eeKT, KORTO MOXE Aa NPefusBuKa 3aBUCUMOCT OT CTeponaun

- 3abassaHe npoueca Ha 3asgpaBsiBaHe Ha paHu

- etheKT BbpXY ouuUTE: NOBULUEHO BLTPEOYHO HansaraHe, ysenudeHa
BEPOSAITHOCT 3a NOSBa Ha KarapaxTa

- BeENUrMeHTaLlus, XunepTpuxosa

- KOHTaKTHa aneprua

UecToTara Ha NIOKanHUTE HEXENaHhn peakuvn ce ysennyasa naparefHo ¢
KOHLIEHTpauuMsATa Ha NPoAyKTa 1 NPOAbMKUTENHOCTTa Ha fNIeYeHneTo.
MpunaradeTo ¢ okysus /NpeBpbaka, KOKHK FbHKW/ YBenuyaBa pucka.
KoxkaTa Ha NMMUETOo, OKOCMEeHaTa KOXa W KoXaTa Ha reHutanunTe ca
cneuranto YYBCTBATEITHU KbM TTOKanHUTE edexTu.

AKko He ce M3non3Ba NpaBuUIHoO, MOraT Aa ce MackupaT w/unu fa ce Browar
BakrepunanuuTe, MOMYKOBN 1 BUPYCHW MHMEKUUNA.

CnecreMHu:

Mpyu BB3paACTHUTE PSARKO CE NONyYaBaT CUCTEMHUN PeaKLMm NP SIOKanHo
MPUIIOXEHUE HA KOPTUKOCTEPOUIM, KOUTO MOFaT fa GbaaT TEXKU.
MogTnckareTo Ha kopaTa Ha HapbeOpeunTe € oT 3HaueHre Npu
MPOLBIDKUTENHO fleHeHme.

PUCKBT OT CUCTEMHM PeaKkUumn € No-BUCOK MPu:

- fipynarade npy ycrosusl Ha oKIy3ns /MPeBPb3aKK, KOXHU IbHKIW/

- ApuAaraHe BbpXy ronama ROBbPXHOCT

- NPOABLIPKUTENHO IieveHne

- NPUNOXeHVe NpK Aieta /TeHKaTa KoXa 1 PeliaTmBHO ronsmaTa KoXHa
OBbPXHOCT NPaBK AeLara MHOro no-uysctsutenHu/

- HanVYMeTo Ha AOMOLLHN CBLCTaBKK, KOUTO YBENMMYAaBET NPOHUKBAHETO Npes
poroBus Criok uunu yBenuuasat peakuusaTta /NponuneH rrvkon/

4.9 lNpeposunpane

Hama aadkHy 3a npegosnpane Ha Locoid

1pu XpoHNYHO Npegosvparle MoraT Ja ce NosABAT Npu3Haun Ha
XUMEPKOPTULINGEM.

5. ®apmaKoriormiHmn AaHHH

5.1 dapmakogMHaMUYHM CBOKRCTBA

dapmakoTepaneBThyHa rpyna:
Locoid cnafia KbM rpynata KOpTUKOCTEPOUAY C YMEPEHO AeiCTH




MexaHn3bM Ha OelcTBHE:

Locoid chabpKa KaTo aKTMBHA CbCTaBKA CUHTETNHHUA KOPTUKOCTEPONA
XuppokopTusoH 17-6ytupar.

Toii e ¢ 6bP30 APOTUBOBBL3MNANUTENHO U ChAOCBUBALLO AESNCTBUE W MOATUCKA
BBb3NanuTENHaTa peakurs 1 CUMATOMUTE Ha pasnuuHnTe 1esun, 4ecTo
NpUAPYXEHN O NPYpUTYC, 6e3 Aa ce nekysa obaue OCHOBHOTO 3aborsABake.
dopmara Locoid Lipocream ce npeanara 3a Jie4eHne Ha CyXu, CMECeH! CyXu
1 MOKpeLUn KoxxHYU 3aborissadns

Locoid Lipocream ce namvea ¢ Boia 1 € KOSMETUHHO NprueMamnB.

5.2 MpeoknMHEUYHK BaHHU 32 6e3onacHocT
Hsama cneumanH Haxogku
6. ®apmaueBTUYHU AaHHNY

6.1 Cnncbk Ha NOMOMHUTE BEHeCTBA M TEXHUTE KONuyecTBa
B mg/q

1 ocoid Lipocream, kpem 0.1 %

Cetostearyl alcohol ggg mg
Macrogol 25 cetostearyl ether y 8'0 0 r?\
Light liquid paraffin 420‘0 mg
White soft paraffin 05 m 9
Propyl parahydroxybenzoate 5' 0 mg
Benzyl alcohol 1‘ g mg
Citric acid, anhydrous -6 Mg
1.2 mg

Sodium citrate

Purified water to  1000.0 mg

6.2 Cpok Ha FOBHOCT

Locoid Lipocream, kpem 0.1%: 3 rofvHu

6.3 CrnieLuarnHm yClioBUs 3a CbXpaHeHne

Locoid Lipocream moxe fa ce cbXpaHaBa Npu Temneparypa, He No-BucoKa
ot 25°C.




6.4 QanHun 2a onakoBKarTa

Locoid Lipocream, kpem 0.1%- Ty6u cbvpbpxattin 15 unn 30 g

7. Ume 1 agpec Ha npUuTexarerns Ha perncTpaunolHusa JOKYMeHT
Astellas Pharma Europe B.V.

Elisabethhof 17

2353 EW Leiderdorp

The Netherlands

8. PerucTpauMoHeH HOMep B peructbpa no un. 28 ot 3MAXM
20000282

9. [lata Ha NLPBO paspeluaBaHe 3a YNOTpeba Ha NTeKapCTREHUA MPOBYKT
08.06.2000 .

10. OJaTa Ha nocriegHa peaakuus

M. siHyapu 2006 T.




