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1, BAUMEHOBAHME HA JIEKAPCTBEHMSA NMPORVKT
DAIVONEX®

2. KAYECTBEH N KONMIMYECTBEH CbCTAE
Calcipotriol 50 ng/g
3a noMOLHKUTE BeHiecTsa BUX T. 6.1,

3. NEKAPCTBEHA ®OPMA
Maa

4, KNNHK4YHAW BAHHHN
4.1. noxagaauﬂ

Mcopuaznc Bynrapuc.

4,2, Jlo3npoBKa W H8YuH Ha OpuioXXeHune

Br3pacTHu

MpogykThbT CE& HaHacsa BbpXy 3acerHartuie Mecra eauH Wi ABa NbTU JHEBHO.

MupeoHayanHo ce npejgnoyuia npunaraHeTc ABa neTA gHesHo. Fpunaraleso
LT AHEBHO MOXe Aa ce Hamany A0 e4MH NMbT AHEBHO KbASTO € NoaxoAasllo.

ABa

MakcumanHata ceamMwuba Ao3a He Tpabsa pa Hageuwasa 100 g. Korato ce
u3non3Ba zaegHo c Daivonex KpeM WAM pasTBop 3a rnasa obwara Aosa Ha

calcipotriol He Tps6Ba Aa Hagsulasa 5 Mg CeAMUYHO.

Dena

Heya Hag 12 rognwHa BL3pacT: NpOAYKTLY TpaAbBa fa ce HaHacs BbpPXY 3acerHara
MOBLPXHOCT JABa MbTM AHEBHO. MakcumanHata cefMiyHa [03a He Tpssa fAa

Hagsuiaea 75 g.

Heya or 6 4o 12 rogwwHa BB3PacT: NPOAYKTLT TpsbBa fa ce HaHaca BbBPXY
sacerHaTa MOBbPXHOCT /1Ba MbTU AHEBHO. MakcumanHata cegMuuHa A03a He Tpasa

ha naasuwasa 50 g.

Jleya o 6 roAgmMwHa Be3PacT: ONUTLT C MPUNOXEHNETO Ha NpoAYyKTa npu Aela Ha

Tasu Bb3PAacT € OrpaHu4eH. MakcumanHatTa HeszonacHa Ao3a He e yCTaHoBeHa.

4.3. NpoTuBOROKasaHus

CBpbXYYBCTUTENHOCT KbM HAKOA OT ChCTaBKUTE Ha Daivonex mas.
VcTaHOBEHO HapyluieHne Ha Kanuuesus MeTaboNMn3LM.
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4.4. CrieuMantu npeqynpexaeHna n npeanasHn Mepky ?gffgy'rgeéé’>
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Daivonex Ma3s He TpsibBa fa ce Apunara BbpXY JIMUETO, Thil KaTo CbCTaBbT Ha
npogykria MOXe Aa MpeansBUKa ApasHeHe Koxara Ha auuerto. lMperopbusBa ce
BHUMaTE/IHO U3MMBaHe Ha pbueTe cnel ynorpebata Ha npogykra.

AKO ce HaaBUIUKM MaKcUManHaTa ceAMUYHa J[03a MoXe g[a ce Habnogasa
Xunepkanumemus, KosTo obBauve 6bp30 Ce HOpManuavMpa npu ripekpaTaBaHe Ha
JieHEHUETO.

4.5. 'ﬂeKaDCTBeHM 1 ppyrv bopMu Ha B3aumoneliicTtene

HaMa gasHM 38 BBBMMOAEI‘;‘ICTBMS npy egHOBPEMEHHOTO npunaraHe Ha Dajvonex Ma3
C APy aHTuncopuaTriHi CpefcrTBa HaHeceHW BLPXY CbliaTa KOXHa nOBprl—iOCT.

4.6, BpeMeHHOCT U KbpMeHe

Benpek#, Ye rnpoyyBaHusiTa Ha eKCNIEPUMEHTAIHY XXMBOTHY HE riokasaxa AaHHW 3a
TepatoreHen eext, 6e3onacHocTTa Ha Daivonex npn 6pemeHHU XeHK 3acera He e
ycraHoseHa. M3bsareaiite ynortpebata no speme Ha OpeMeHHOCT U KbpMEHE OCBEH
KoraTto HAMa no-6e3cnacHa anTepHaTnea. Hama gasHu ganu calcipotriol ce nansusa
B KbpMaTa

4.7. Binauue Bbpxy cnocobHocTTa 3a_ wodupate v paborta ¢ MalmuHn

Hama pAaHHK.

4.8. HexxenaHwu neKapcrBeHun Qeaf{g,ml

MHoro Jyectu >1/10

UecTtn >1/100 n < 1/10

He TonKOBa 4ect# >1/1,000 n <1/100
Pesikn ' > 1/10,000 # < 1/1,000
Muoro penkmu ' < 1/10,000

Hali-uecTo HabnwaBaHWTe HeXenaHW peakuun ca pasfiudHM KOXHUW peakuun K
ocobeHo peakuun B MACTOTO Ha npunarade. Mhuoro psagko ca HabnwaasaHu
XUNepKaNuMeMns 1 aneprudin peakumi, ;

Bb2 OCHOBa& Ha KIMHWYHKUTE AaHuy 33 Daivonex Mas HexenaHu peakdnn ce
HabniogasaT ipW okono 15% oT nauneHTuTe.

Uecto HabnoAaBakk ca chpiex v agpasHeHe Ha Kox-:a'ra, YyBCTBO Ha CMbAcHEe W
napexe, cyxa Koxa, eputem u o6puB. He TONKOBa 4ECTW Ca KOHTaKTeH AepMaTtwT,
eK3eMa K BnowasaMe Ha ncopuasuca. MHoro psako morar ga ce dHabniopasat
cucTeMun edeKTr cies NIOKanHO NpunoXeHue NPeAusBUKBaWM XunepkaiuueMnus

Wiy XxunepKanuuypus.

MocTMapkeTUHTOBY AanHU 2a DaivoneXx Kpem, Mas 1 fepMaiieH pa3Teop 38 rnaea

MHoro psako ca nabniofaBadHu NPexofHW NPOMEHY B MUIMEHTauMsiTa Ha Koxara,
NpexofHK peakuun Ha (POTOUYBCTBUTENIHOCT U PEakuuUM Ha CBPBLXYYBCTBUTEAHOCT
BK/IIOYBALLM YPTUKapus, akruoeseM, nepuopbutanieH egeM win efem-Ha JULETO.
Bb3 OCHOBA Ha [MOCTMapkeTuHrosn JgaHHun obumart m’m(qe cTOTaTa  Ha
HabnlopasaHnTe CAy4an) Ha HeXenaHuTe peakuuin erﬁﬁo 2
1:10,000 kypca Ha ne4eHuve. ( -
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Hexenanute peakumm ca nocoyeHn B MedDRA SOC kaTto ca nocodeHn M
WHAMBWAYanHWTE HEXERaHW peakuun 3anousaikn ¢ Hal-yecto HabmogasaHnTe.

+ HapymeHnsa Ha KOMaTa M NMOAKORHATa ThKaH
Cbpbex

YyBCTBO 3a NMapeHe Ha KoxaTta
UyBCTBO 38 CMbAeHEe Ha KoxXaTa
JpazHeHne Ha KoXarta

Cyxa koxa

EputemMm

O6pus*

ExkzemMa

KoHTakTeH pepmaTuTt

BriowaBaHe Ha ncopuasnca
XunepnurmMeHTayusa Ha Koxara
JennrmeHrauus Ha koxaTa
Peakuins Ha GOTOUYBCTBUTENHOCT
YpThKapu4a

Enem Ha nuueto

Flepuopburaner eaeMm

AHMMoepeM

* HabnwpaeaHy ca pazivdHM BUAOBE aGpuUBKM KATO FIOCHECT, epuTeMaToseH,
MaKyno-nanynoseH n nycrysio3eH.

« Hapyulenuna Ha MeTaBonuama U XxpadeHeTo
XunepkanureMmms
Xurnepkanunypus

4.9, lMpenosupaHe

MNpekomeprata ynotpeba Ha npoaykta (Hag 100 g Daivonex Mas ceaMWUYHO) MOXE
A2 NpeAusBUKa NOBULM@BaHE Ha CepyMHOTO HMBG Ha Kaiums, kKoeTo O6bpso ce
BbL3CTaHOBABAa CNep NnpeKpaTsaBaHe Ha NeyeHueTo.

5. ®APMAKONOMN4YHK CBOACTBA

5.1. ®apMakoAWHaMUUHU CROWCTEA

Calcipotriol e npouwseogHo Ha Buwtamui D. In vitro papHn nokassat, ue TOW
npeausBuKBa AudepeHUMatns U NoTMCKa nponudepaunsTa Ha KepaTuHoOLUTUTE.
ToBa e OCHOBHUST 'MOMEHT B MexaHu3aMa Ha AelCTBUEeTO MY Mpu JIeHeHWeTo Ha

ncopuasuca.

5.2. ®apMaKOKWHETUUNYK CBOKCTBA

Calcipotriol ce pesopbupa mHoro cnabo npes KoxaTta.

5.3. NpeaknuHUYHY AaHHW oTHOCHO §e30NaCHOCTIa Ha NpoAayKTa

HaMa [onbIHWTENHW AaHHK OTHOCHO Ge3onacHoCTTa Ha NpogsyKTa, C USKIoYeHue
Ha AaHHUTe NoCoYeHK B APYrMTe YacTy Ha KPaTKaTa XapaKrepucTuka Ha npoaykra.
EdekTsT BbpPXY KanuueBus MetabonusbM e okono 100 NbTYAO-ABALEK, OTKOIKOTO
Ha akTuBHaTa popMa Ha BUTaMuUH Di. 7 BN B
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6. ®APMALIEBTUUHV AAHHN

6.1. CnuchK Ha NOMOHWTE BELNeCTBa

Disodium edetate, Disodium phosphate dihydrate, DL-a-tocopherol, Liquid paraffin,
Macrogol stearyl ether, Propylene glycol, Purified water, White soft paraffin.

6.2. HechbBMacTUMOCTU
He ca HabnwogaBaHu.
6.3.CpoK Ha rosHocT

2 TOAVHN.

6.4.Cnettantyi npeanasHy MEPKKW 3a CbXpaHeHue

[a ce cbxpaHsBa npu TeMAepartypa nog 25°C.

6.5.Bua ¥ chbAbpXAHNE Ha ONaKoBKaTa

MokpyTi C AaK anyMuEnesn Tyou ot 30 g ¢ nonueTHNEHOBK Kanayky Ha BUHT.

6.6.YkazaHusa 3a ynorpeba / manunyaupaHe

Hama.

7. NMIPUTEXXATEN HA PASPELUEHMETO 3A YINIOTPEBA

LEO Pharmaceutical Products
Industriparken 55

DK-2750 Balierup

Denmark

8. PETUCTPALMOHEH HOMEP
20000216

9. AATA HA PA3PEILEHMETO 3A YINOTPEBA/ AATA HA NOAHOBABAHE
PASPELUEHMETO 3A YINOTPEBA
06.06.2000

10. AATA HA NOCJTIEAHA PEAAKIINA HA TEKCTA
BG11/2005
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