KPATKA XAPAKTEPKHCTUKA HA NPOOVKIA e
K BocTe uA SpmastomassiLnT.

TiBBAGHEHNE bl
DAIVONEX® A \
scalp solution paspemiaiag sa ynoTpeba \\__IL LA 100

AARBOHEKC® é}f’%//ﬁ Adﬂ.ﬁf}

JepmManeH pa3TBOop 3a rnasa

1. HAMMEHOBAHME HA JIEKAPCTBEHUSA NPOOYKT
DAIVONEX®
2. KAYECTBEH M KONMVWYECTBEH CbCTAB

Calcipotriol 50 pg/ml (as hydrate)
3a NoMoLYHUTE BelllecTBa BUX T.6.1.

3. NEKAPCTBEHA ®OPMA

[JepmaneH pasrteop 3a rnasa (scalp solution)

4, KINMHWJIHW BAHHW

4.1, Nokazanns

[copuasuc Ha rnaeara.

4.2, Jo3npoBKa U HaYMUH Ha Bpuaoxesne

Bb3pacrHu
Daivonex pasTsop TpsGBa ga Ce Mpunara BbpXYy 3acerHarture yuacrsli Asa ibTh

pHeBHO (CyTpuH n Beuep). CeaMuyHaTa A03a HE Tpsi6Ba Aa Hagewwasa 60 ml.

KoraTo ce nanosisea 3aefHo ¢ Dalvonex mas uwik KpemM obwara fno3a Ha calcipotriol
He Tpa6Ba Aa HaaBUWasa 5 Mg CeaMUUHO, KOSTO otrosaps Ha 100 g Dalvonex

Mas wiiM Kpem. o
(1 ml Daivonex gepManer pa3TBop 3a FNaea cbOTBETCTBa Ha 1 g Daivonex mas

Wi KpeM).

feua

He ce npenopsMBa, Thil KAaTO HAMa ONUT.

4.3, NpoTMEONQKasaHnua
CBpbXuYBCTUTENHOCT KbM HAKOS OT CbCTaBKUTE Ha npoaykKTa.

YCTaHoBEeHO HapylleHne Ha Kanuvesns MeTaboninsbm.
TexcKo. HapylLeHue Ha yepHoapobHaTa unu 6xbpeynara hyHKUMNS

4.4. CneuMaiHu npeaynpexaesa u npeanastiy Mepky ipu viioTpeba

=
%@Pﬁ{“"‘%“ Ka

nokanHo JApasHeHe. 3artosa Daivonex  pasTBop HE Iﬁﬂ&ﬁ;ﬁa‘\ce; g:wnara

AT
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Mpunoxenveto Ha Daivonex pasTeop BbPXY SMLETO Soxieting

AMPEKTHG BbPXY KoX@Ta Ha JMLeTo. & {:’ %
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MpernopbuBa C& BHUMATE/NHO u3MMBAHe Ha pbUETe cileq ynotpe6aTta Ha NpofyKTa
33 fa ce nsberHe CiydaiHore My nonafane BLPXY JMUETO.

fpexomepHaTa yrnoTpe6a Ha NpodyKTa MOXE ja NpeausBuKa Xunepkaiuvenus,
KOsiTO BBLP30 Ce BL3CTaHOBABA CNej NPpeKpaTaBaHe Ha fieveHneTo.

4.5. JlekapcraeHnu u_apyru dopmMn Ha B3aUMONIERCTENE

Hsma gaHHK,

4.6, BpeMeHHOCT 1 KbpMeHe

Bunpeku, Ye Mpoy4BaHusTa Ha excriepuMerTantu XUBOTHU HE noxasaxa gaHHu 3a
TepatorereH edekT, 6esonacHocTTa Ha Daivonex npu GpeMeHHW XeHW 3acera He €
ycraHoeeHa. Us6srsaiite yrnoTpebata no speMe Ha BpeMeHHOCT U KbpMeHe OCBEH
Korato HsMa no-GezonackHa anTepHaTmsa. Hsama Jadnn Aany calcipotriol ce
vankuBa B KbpMaTa

4.7. BousHue BbpXy cnocobHociia 33 wodupase ¥ pabora C MalluHy
Hama.

4.8. HexxenaHy_jieKapCiBeHyu peakilui

MHOro Hectu > 1/10

Yectwn. > 17100 < 1710

He TONKOB& 4ecTy >1/1,000 1 < 1/i00
PeAKY ' > 1/10,000 u < 1/1,000
Muoro pefku < 1/10,000

Haii-uecTo HabaOEaBaHNTE HEXeNaHu peaktinn ca pasnuyHn KOXHM peaklun u
ocobeHo peakuu B MACTOTC Ha npunaraxe. Muoro psiako ca Habnaoaaeanu

XuriepKanuueMus 1 anepriuvHyu peakuuu.
BL3 OCHOBa Ha KIMHWUHMTE AaHHKW 3a Daivonex pasTeop 3a riaga HeXenaxu

peakuuu ce HabnwgasaT nNpu OKONo 25% oT nauneHTITe.

MHOro- YecTn ca YYBCTBO Ha CMbAeHEe 1 napeHe. Copbex, Apa3HEHe Ha KOXata,
cyxa Koxa, eputeM W obpue ca uecto HabnwAaBaHW. He TOjiKoBa HECTH Ca
KOHTaKTeH AepMathT, eKseMa W BiowlasaHe Ha ncopuasnca. Muoro pagko Moratr
Ja ce HabniogasaT CUCTEMHU edeKTi CAER NOKaNHOo NpUoXeHne npeanssnkealin
xunepKanuueMus uan Xxunepkanyuypns.

MocTMapkeTHHIOB AaHHW 3a Daivonex kpeMm, Ma3 v AepMaZieH pa3Tsop 3a riasa

MHoro pAAKO €a HabnioAaBaHW NpPEeXOAHN NpoMeHn B AurMeHTaunaTa Ha KoXars,
npexoaHy peakuuk Ha $HoToHYBCTBUTENHOCT U peakuuu Ha CBPbXMYBCTBUTENHOCT
BIUTIOUBALLM YPTUKApHs, aHrnoeaem, nepuopoutanct enem nav eAeM Ha nnMuero.
BL3 OCHOBAa Ha NOCTMapKeTUHTOBR AaHHW obuwuaT 6poli  (uectotata Ha
yabnogaBalnTe ciydyan) Ha Hexenanute peakuuin e MHOFe-.ManbK — OKO/Oo
1:10,000 Kypca Ha NieyeHne. A
HexenaHuWTe peakuuu ca NOCO4YeHU B MedDRA /SOC~KaTo~Car, tgcoHenn u
WHAUBUAYSNHUTE HeXesany peakumn 3anouBaitkm ¢ &_ ) @bgggsaﬂme.

i-uecro!ha

C:\Reglstraﬁon\Leo\SPC\Dalv_scalpJ.105.doc o
) “ Z,

- 5
§ Bt
gl ﬁ‘//



o Hapymenysi Ha KOXarTa 1 NOAKOXKHATA ThKaH
Copbex :

YyBCTBO 3a napeHe Ha koxaTa
YyBCTBO 3a CMbAEHE Ha KoXaTta
Jpa3HeHe Ha KoXaTta

Cyxa xoxa

EpuTtem

O6pune*

Ekaema

KonTakTeH gepmaruT

BnoiuaBaHe Ha ncoprnasnca
XuniepnurMeHTauuns Ha Koxara
Henurmentauns Ha Koxata
Peakiuns Ha OTOYYBCTBUTENHOCT
YpTukapus

EneMm Ha AULIETO

MepnopbutaneH efem

AHrnoeaem

* HabslopaBadi ca pasnuuHW Bujose 06puUBK KaTo NIOCTECcT, epuTEeMaTo3eH,
MaKyno-nanyno3eH ¥ NyCcTy/103eH.

« HapyuleHus Ha metabonnsma U XpaHeHeTo
XunepkanuueMnsa
Xunepkanunypus

4.9. lMpenosupakxe

Mpexkomephata ynoTpeba Ha npoaykia (vag npenopbuyBaHaTta Ao3a) Moxe Aa
npeavsBUKA YBEAUUeHME Ha CEepyMHOTO HWBO Ha Kaiuus, koeto 6OBbpz30o ce
BL3ICTAHOBABE Chef NpeKkparaBaHe Ha JIeHeHUETo.

5. ®APMAKONIOTMYHY CBOMUCTBA

5.1. GapvakoaAnHaMuuHi CBOWCTBA

Calcipotriol e RpOM3BOAHO HA BUTaMWH D. In vitro AaHHWM nokasBar, 4Ye TOW
npeausBUKBa AudieperHuuanua U noTicka nponugepaumnaTa Ha KepaTuHouuTuTE.
Toga e OCHOBHWAT MOMEHT B MexXahu3Ma Ha AelicTBMETO MY npu neyeHueTo Ha
ncopuasuca.

5.2. QapMaKoKUHETUYHY CBORCTRS

Calcipotriol ce peaopbupa MHOIO cnabo npes koxara.

5.3. MpesknMHUYHK_faHHW oTHocHo Ge3onachociTa Ha npoayya

Hama BOMbAHUTENHN AaHHW OTHocHO GesonacHocTTa Ha NpoAyKTa, C M3KIIoUeHue
Ha AaHHWTE MOCOueHy B Apyrute 4HacT Ha Kpatkara XapaKTepucruka Ha
npoaykra. EQekTsT BbPXY KanlUesns meTabonusem e okono_100 AbTW no-Manbk,
OTKONKOTO Ha axTueHata dopMa Ha BUTaMUH Ds.

e ———
Al
Ve m‘;"“i;c1 e /;»

7.
R /’ N -»..\\ _p'_,
~, e NP

e ~ B .{'::-,
&, S \.._‘.':\q‘cg’a:’ -
SOy XA
.-d/

'a:,'»- Y
S AR
N

C:\RegIstraﬂon\Leo\SPC\Dalv_scalpl105.doc



6. ®APMALEBTUYHN AAHHW

6.1. Cnuchk Ha NOMOLIRUTE BELLEecTBa

Hydroxypropy! cellulose, isopropyl alcohol, levomenthol, sodium citrate,
propylene glycol, purified water.

6.2. HeCLBMECTUMOCTH

He ca HabnwaaBaHu.

6.3.CpoK Ha rooHocT -

2 roAvHuU.
6.4.Cneunanny NpennasHi Mepki 3a ChXpaHeHune

Da ce cbxpaHsaBa npy TemnepaTtypa nop 25°C.

65.5.Bra 1_chbAbDKEHUE Ha ONaKOBKaTa

MonueTnnexosn dnakorun no 30 ml cHabaeHyn C HAKOHEYHWK WU 3aTBOPeHU C
Kariauka Ha BUHT, ‘

6.6.¥Ykazanusa 3a ynorpeba / manunynupane

Hama.

7. HPMTE}KATEII HA PAZPELUEHVIETO 3A YNIOTPEBA
LEO Pharmaceutlcal Products, Industriparken 55, DK-2750 Ballerup, Denmark
8. PEFTMCTPALUNOHEH HOMEP

20000215

9. BATA HA PA3PELUEHME 3A VIMNOTPEBA/AATA HA NOAHOBSBAHE
PAZPEIUEHMETO 3A YIIOTPEBA

06,06,2000
10. BATA HA TIOCAEAHA PELAKLINS HA TEKCTA

BG11/2005
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