KPATKA XAPAKTEPUCTUKA HA NMPOAYKTA

DAIVONEX® | aeniictepcTso b SHPABEONAIBAKETO
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1. HAMMEHOBAHME HA NEKAPCTBEHUA NPOAYHK

Davonex®

2. KAYECTBEH N KOTMYECTBEH CHhCTAB
Calcipotriol 50 pg/g
3a noMowHUTe BewecTsa BuXx T. 6.1,

3. NEKAPCTBEHA ®OPMA
Mas

4. KNUHNYHU JAHHMN

4.1. TepanesTHUYHM NOKa3aHUA

Mcopuasuc Bynrapmc.

4,2. NO3NPOBKE ¥ HAYUH HA NPUIOHKEHWE

Bb3pacTiy
MpodyKTLT €& HaHaca BLPXy 2acerHatuTe Mecra efuH wauM fBa rbTW JHEBHO.

MbpBOHaYaNHO Ce NpeanouuTa NpuiaraHeTo gea NbTU AHEBHO. MpunaraHeTo ABa
MbTU AHEBHO MOXE A8 Ce HaMmanu 40 4WMH MNLT AHEBHO KbAETO € NOAXOAsLWO.

MakcumanHata ceaAMMYHa no3a He Tpabma jJa Ragsuwasa 100 g, Korato ce
u3nonspea saefHo ¢ Daivonex KpeMm WAW pa3TBOp 3a rnasa o6lata Ao3a Ha
calcipotriol He Tpab6Bea fa HaaBuwaea 5 mg ceaMUMHHO.

Oeua

Heya Hag 12 roguuiHa Bb3pact: NPoAyKTbT TpaGBa Ja ce HaHaca BbpXy 3acerHara
NOBBLPXHOCT ABa NbTW AMeBHo. MakcuManHata CceAMW4YHa [o3a He Tpabea Aa
Hagswwaea 75 g.

deya or 6 go 12 rogmwHa\ BB3PACT: NPOAYKTLT TPAGBa Aa Ce HaHacA BbpXy
3acerHaTa NoBbPXHOCT 4B NbTW AHEBHO. MakcumanHata cegMuyHa Ao3a He TpAbsa
Aa Hapeuwasa 50 g. \

Aeya nof 6 roguuiHa BL3pacT: oNWTLT OT NPUROKEHUETO Ha NPOAYKTA NpU Aeua B
TA3W BLIPACTOBA Ipyna € orpadnded. MakcumandHaTta OGesonacHa fo3a He e
yCTaHoBeHa.

4.3, [TpoTUBONOKa3aHNA

CBp"bX‘-IYBCTI/ITe.ﬂHOCT KbM HAKOS OT CbCTaBkute Ha Dalvonex mas,
YCTaHOBEHO HapylweHWe Ha KanuueBna MeTabonnsbM,
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4.4. Cneumandu npenynpexaeHuna U cneumManiiu npeanasHu Mepku npun ynorpeba

Daivonex Ma3 He TpsGBa ja ce npuiara BbpXy JWULETO, Thbil KaTo CbCTaBbT Ha
NpoayKTa MoXe Aa NpeAusBUKa jApasHeHe KoXaTa Ha awueTo. [lpenopbuBa ce
BHUMATE/IHO M3MUBAHE HA puueTe criel ynoTpebata Ha NpoayKTa.

AKo ce HajABUIWM MakCMManHata ceaMWuHa f403a MoOxe Ja ce Habawogasa
XMnepkanuuemun,  Koato. abade. 6bp30. Ce.-HOPMaAU3NUpa -Npu-- NpeKpaTssaHe— Ha
fieYeHUeTO.

flo speme Ha nevenne ¢ Daivonex® nexapute Morart fa NocbBeTBaT nauyrMeHTUTE da
OrpaHnyaT WauM UM3BArBaT NPeKoOMEepHC W3NAraHe Ha ecCTeCTBeHa ChbHYeBa WK
U3KYCTBEHAa CBeT/InHa. JloKanHo npunaraHua KanuunoTpuon Tpabea Aa ce M3non3sa
¢ UV obntuBaHe caMo, ako NnekapsaT W HaumMeHTbT NMPEUEHAT, 4Ye eBeHTYasHaTa
nonsa Hageulwasa noTeHUuHanHus puck (Bx. T. 5.3.).

4.5. JlekapcTBeHu U ApYrM popMUA Ha B3auModelcTEMe

Hama aaHHKU 3a B3aMMOOEHCTBUS NPY €AHOBPEMEHHOTO fipunarade Ha Daivonex mas
C APYTM @HTUNCOPUATUYHW CPEACTBA HAHECEHN BLPXY CbLIATa KOXHa NOBbPXHOCT.

4.6. BpeMEHHOCT M KbpMeHe

Bbnpeku, Ye fipoyuBaHuATa Ha EKCNEePUMEHTAIHU XUBOTHM He NOKasaxa OaHHM 33
TepaTtoreHeH edexrt, 6esonacHocTTa Ha Daivonex npu 6peMeHHM XeHu 3acera He e
ycTaHoBeHa. U3bsareaiTe ynoTpebata no speMe Ha GPEMEeHHOCT M KbPMEHE, OCBEH
aKo HaMa no-6esonacHa antepHatmsa. Hama gadHu ganu calcipotriol ce usnbuBa B
KbpMaTa

4.7. BnugHue sbpxy cnocoflHoctTa 3a tuodKupae 1M paboTa ¢ ManHu

Hama gaHHu.

4.8. HexxenaHn_nekapcTBeHu peagumu

MHoro yectu >1/10

Hectn >1/100 u < 1/10

He Tonkoea 4yectu >1/1,000mn < 1/100
Peaki > 1/10,000 1 < 1/1,000
MHoro peakmu < 1/10,000

Haii-uecto HabnlopasaHWTe HEXenaHnn peakunu ca pasnUuHU KOXHU peakuun u
0coBeHO peakuun B MSACTOTO Ha npuiaradHe. MHoro pagKo ca HabnwpasaHw
XunepkanuneMna u anepruiyHn peakumu,

Bb3 OCHOBAa Ha KAWMHWYHWUTE AadHW 3a Daivonex Mas Hexenanwu
HabnwgaeaT npu akono 15% oT nauueHTuTe,

YecTo HabnioaaBamu ca cbpbex W [ApasHeHe Ha KoXara, YyBCTB

napeHe, Cyxa KOXa, eputeMm W obpus. He TONKOBa YeCTW ca KOHT
eK3semMa ¥ BAOWABaHE Ha ncopuhasuca. MHOr0 psaakoe Morat Aaa
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CUCTEMHU eeKTW Cnej JIOKanHo NpuioKeHue, NPeAMSBUKBALUM XUNEpPKanuMeMns
WAN XUNEepKaAUnypus.

[1oCTMapPKETUHIOBY AaHHK 3a_Dalvonex KpeMm, Mas 1 AepManeH Pa3TBOD 3a NaBa

MHoro psAko ca HabnloaaBaHn MPEeXoAHN NPOMEHW B MUrMEHTALUSTa Ha KoxaTa,
NPEXOAHN PeaKumi Ha (OTOUYBCTBUTENHOCT # peakLuy Ha CBPBXYYBCTBUTENHOCT,
BKNIOYBALLM YPTUKAPUA, aHTMOEEM, NePUOPGUTANEH eaeM UMK efeM Ha NULETO.

Bb2 ocHOBA Ha nOCTMapKeTVHIOBM AaHHM  O6WMAT 6poil  {yectoTaTa Ha
HabnlogaBaHUTe Ciyvyanm) Ha HeXenaHuTe peakLUMu e MHOre MafbK — OKOAo
1:10,000 kypca Ha nedenue,

HextenaHute peakuym ca nocodenn B MedDRA SOC, kato ca MocoqeHuM W
MHAVNBUAYANHNTE HEX&NaHu peakumnu, 3anoyBankn C Hai-4yecTo HabnoaaBaHuTe.

« HapyweHns Ha KoOXaTa M NoAKOKHaTa TbKaH
Copbex

HyacTeo 3a NapeHe Ha KoxaTta
HyYBCTBO 38 CMBABHE Ha KOXaTa
Apa3sHeHe Ha KoxaTa

Cyxa Koxa

EpuTtemM

O6pue*

Exzema

KonTtakTed gepmatut

Brnowasane Ha ncopuaszuca
XunepnurMeHTauns Ha Koxarta
LdenurMenTalMsa Ha KoxaTa
Peakyusa Ha GoTOMYBCTBUTEAHOCT
YpTukapus

Epem Ha nnueTo

Mepuaopburanal egem

AHrvoenem

* HabntogasaHu ca paznuuny BuAOBe 0BpUMBM KaTo AIOCMECT, €pMTEMATO3EH,
MaKyslo-nanysio3eH ¥ AycTyno3eH.

» HapyweHna Ha MeTaBonnaMa U XpaHeHeTo
XunepranimeMus
Xunepkanuuypus

4.9. Npenosnpane

lpekomepHaTta ynoTtpeba Ha npoaykra (Hag 100 g Daivonex mas ceaMUYHO) MOXe
A2 npejusBuKa NOBULIABAHE Ha CEPYMHOTO HMBO Ha Kanuus, Koeto 6bp3o ce
BbACTAHOBABA CNef NPeKpPaTaBaKne Ha AeYeHUeTo,

5. ®APMAKONIOTNYHY CBOWNCTBA

5.1. @apMaKOAWUHAMUYKK CBORCTBA

e,

ST S

Calcipotriol e npowssopro Ha BwTammH D. In vitro gaHeu
npeaussnksa AudepeHumauna W notucka npoaudepauusTa
ToBa e OCHOBHWMAT MOMEHT B MEXaHu3Ma Ha ‘AeiCTBUeTo M
ncopuasuca.
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5.2, GapMakKoKMHETHMYHM CBOMCTBA

Calcipotriol ce pesop6upa MHoro cna6o fpes Koxara.

5.3. MpenkNUHKUYHW AaHHW OTHOCHO GesonacdocTTa Ha npoavkTa

EdexrsT BbpXY Kanumesus merabonnstm e okono 100 muTu No-ManbK, OTKOMKOTO
Ha XOPMOHANHO aKTusHata hopMa Ha-BuTaMuH Ds. - :

MpoyysaHe 3a KaHUEPOreHHOCT BbPXY KOXATa Ha MULIKU He noKazaxa JaHHW 3a
YBENUYEHNE Ha KaHlUeporeHHus puck. PasTsop Ha KanuunoTpuon € npuiarad
NIOKaHO B TNpogb/nKeHune Ha 24 Meceua B a03n 3,10 u 30 ng/kg avesno
{otrosapsawo Ha 9, 30 u 90 pg/m? AHeBHo). BucokaTta nosa e npuera za
MaKCUManHo NoHoCHMaTa A03a 3a JIeYeHe Ha KoXaTa Ha MULLKU C Kanuunartpuon,
MpexnesemMocTTa @ HamaneHa npv 10 v 30 ug/kg AHeBHO ocobeHo Npu MBIKKUTE
KMBOTHU, HamanenaTa npexusseMoct e CBbp3aHa C YyBe/iMYeHWTe Chyyan Ha
OBCTPYKUMA Ha MUKOYHUTE MBTUWE, Hali-BEPOATHO MpUMMHEHMA OT CBbp3aHuTe ¢
NEYEHNETO NPOMEHN B CbCTaBa Ha ypuHaTa. Tosa € oyakBaH edekT oT NeUeHNeTo ¢
BNUCOKM 1031 Ha KaNLUMAOTPMON MU APYrn aHano3w Ha BUTaMUH D. HAMa AaHHM 3a
epeKkTn BbPXY KOXAaTa U HAMa JaHHM 338 KOXHA WK CUCTEMHA KaHuUeporeHHoCT.

lNpu npoy4saHe Bbpxy Genn 06e3KOCMeHN MULIKY, KOUTO ca AOBTOPHO KW3AaraHu Ha
YNTPAaBUO/AETOBO OO/bYBaHE M JIOKANHO MPUIOXKEH KanuunoTpion B rpogbikeHune
Ha 40 ceAMMUM B CblUMTe 03K KAKTO NPW NpoyuBaHETo 33 KaHUeporeHHOCT BbpXy
Koxarta, e Habnwopasado HaManeHnWe Ha BpeMeTo HeoBXoQWMO Ha
yNTpaswoneToBoTo 06nkYBaHe Aa npeAnsBuKa o6pasyBaHeTO Ha KOXHM TYMOPK
(cTaTucTUuecky 3HaYMMO CaMoO NPU  MBLXKUTE KUBOTHM), KOETO rnokasga, ve
KanuunoTpuoneT MOXe Aa ycwin edekrta Ha yNTPaBUONMETOBATO O6AbYBAHE g3
NPEAN3BUKBA KOXHW TyMopu. He € yCTaHOBEHO KNUHWUYHOTO 3HAaYeHWe Ha Tesu
AGHHH!.

6. ®APMALUEBTUYHY JAHHN

6.1. Cnuchbk Ha NOMOLWIHKUTE BelecTBa

Disodium edetate, disodium phosphate dihydrate, DL-a-tocopherol, liquid paraffin,
macrogol stearyl ether, propylene glycol, purified water, white soft paraffin.

6.2. HechbBMeCcTUMOCTY

He ca HabniogasaHn,

6.3.CpoK_Ha rogHoCcT

2 rogumn.

6.4.Cneunantu npeanasHu MepKi 3a CoXPaHeHue

Ha ce cuxparasa npu Temnepartypa nog 25°C.

6.5.B1a v chaAbLpXaHME Ha onakaBKaTa <

&
F
NokpuTn ¢ nak anymuHuesn Ty6u ot 30 g C NONMeTUNEHOBW Kanay ?

6.6.Yka3zanus 3a ynorpeba / MasMnyaupaHe
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Hama.
7. NMPUTEXXKATEJT HA PASPELLUEHUETO 3A YTIOTPEBA

LEQ Pharmaceutical Products
Industriparken 55
DK-2750 Ballerup
Denmark )

8. PETUCTPALINOHEH HOMEP
20000216

9. OATA HA PA3PELUEHMETO 3A YIMNOTPEBA/ NATA HA NOAHOBABAHE
PASPEILIEHMETO 3A YNOTPEBA
06.06.2000

10. JATA HA (MACTUYHA) PEOAKLMA HA TEKCTA
09/2006
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