KPATKA XAPAKTEPHUCT

1. HAME HA JJEKAPCTBEHHSA IPOAYKT

Exsonepun Makcu Jlak 5% nedefeH 1ak 3a HOKTH
Exoderil Maxi Lak 5% medicated nail lacquer

U3ITLAHKTENHA ATEHIMA 110 IEKAPCTBATA
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2. KAYECTBEHH KOJIHMECTBEH CBCTAB

Bcexu ml crabpxa 55,7 mg amopondaH xuapoxmopun (amorolfine hydrochloride), ekpuBaneHTHH Ha

50 mg amopondun (amorolfine) (5% wiv amopondum).

125 mg /2,5 mi:

Beska 6yTiika ot 2,5 ml ceaspika 139,3 mg amopongun XuaApOXIOpH/, eKBUBalleHTHH Ha 125 mg

amMoposduH.

[oMOIHO BEMEcTBO ¢ H3BECTHO AeiCTBHE:

Bceaxa Oymwnka ot 2,5 ml ceaspka 1,2058 g ankoxon (etanon).

150 mg /3 mi:

Bcesika 6yTiiika or 3 ml chabpxa 167,1 mg EMOPOJK[)I{H XHAPOXJIOPHA, EKBHBANCHTHH Ha 150 mg

aMoponhHH.

ITomoImHO BemeCTBO ¢ H3BECTHO JCHCTBHE:

Besxa 6yranka ot 3 ml coaspka 1,4469 g ankoxon (etaHon).

250 mg/5mi:

Bcesaxka OyTHika ot 5 ml chaspxa 278,5 mg auopondapm XMAPOXJIOPHA, CKBHBAJICHTHH Ha 250 mg

aMopondHH.

IToMOIEHO BEMECTBO ¢ H3BECTHO ACticTBHE:

Besika 6yTunka ot 5 ml chaspixa 2,4115 g ankoxon (eTaHom).

3a MLJIHHA CIIHCHK Ha NIOMOLHMTE BEIIECTBA, BHATE Touka 6.1.

3. JEKAPCTBEHA ©®OPMA
JleuebeH nak 3a HOKTH

bHeTep pazTBOp. -

4. KJIMHHYHH TAHHH

4.1 TepaneBTHYHH NOKAIAHAY

JleyeHMe HA OHHXOMHKO3H, IPHIHHEHH OT AepMaTOGUTH, NPOXKIH WIH IUteceHH, 6e3 Ja e 3acersaro

HOKETHOTO JIOKE ITPH BBE3pacTHH.

4.2 [o3ApoBKA H HAYHH HA NPRJIOKEHHE

gﬂ3li POBKA

Qsihuﬂﬁ i L}, .



JIak®bT 3a HOKTH Tpa0Ba Aa ce HAHACS BHPXY HOKBTA Ha 3aCETHATHA MPBCT HA PHKATA HIIH Kpaka
BEeIHBK CEOMHYIHO.

Haunn Ha npaaokKenne
3a noxanHo npunoxenne. Jla ce npuiara BbpXy 3acerHaTHTE HOKTH.
1. llpeay BCAKO HAHACAHE, 3ACETHATHTE YacTH OT HOKBTA (0COGEH0 MOBHPXHOCTTA HA HOKBTA) Ja
€€ H3MHIAT Bb3MOXHO Hali-MHOIO ¢ MANHYKATa 38 HOKTH, KOATO & IPHJIOKEHa B OTIAKOBKATA.
Cnep ToBa, MOBBPXHOCTTA HAa HOKBTA TPAOBa 1a c& MOYHCTH H 00€3MaciM ¢ TAMIIOH 3a
'NMOYMCTBAHE, HATIOEH C JJAKOYHCTHTEI — [IPHIIOKEH B orakoBkara. [Tpeu BCako cempanio
saHacaxe Ha Exsomepun Makcu Jlak, To3u npouec Ha m3niiBaHe ¥ MOYMCTBAHE TPAOBa 1a ce
TNOBTOpH, 3a & C€ OTCTPAHST HATHYHHTE OCTATHIH OT JIaK.
Hpeoynpexcoenue! Munuuxume 3a HOKMYU, UNOIICARYE NPU NEYEHUEMO, He MPRDea da ce
ynompebasam ebpxy 30paeme HOKMU.
2. JIak®BT 3a HOKTH ce HaHacA ¢ WINaTyjia BuPXy HANATa NOBbPXHOCT Ha 3aCETHATHA HOKBT K Ce
OCTaBs J1a H3CHXHe. _
3a BcekH HOKBT, KOHTO e OB/ie TpeTHpaH, [mmaTynaTa Tpabea aa 6BAe noTafsHa B 1aka 3a
HOKTH. '
IIpedynpexcoerue! Uinamyrama ne mpabea oa 6voe usbspceanda evpxy Zopaomo Ha
Gymunrama.

Cnen ynorpeba, mnarynara TpsGea Aa Gbiie MOYHCTEHA © TAMIIOH, HANOEH B lakodHcTHTEN. Clielt
HaHacsHe Ha Exzoaepsn Maxch Jlak nevefen mak 3a HOKTH, MOXKE Jia ©¢ ApRIara 1eKOPaTHBEH
JIaK Haii-paHo cnen 10 MEHYTH. ‘

Baxro e 1a ce mouHcTAT prLeTe clieA nprnoxenHe Ha Exsonepun Makcu Jlak. Ako Exsonepun
Magxcw Jlak ce npunara BbpXy HOKTHTE Ha pblieTe, NoTpebuTenure TpaGea Aa H34AKaT, IOKATO Te -
M3CHXHAT, TIPEH A2 H3MHAT PBUCTE CH.

IpoaL/oKATETHOCT HA JeIeHHETO

Jleuennero Tpabea fa Npoabky Ges npexbesane, I0KATO HOKETHT ¢e BB3CTAHOBH H 3aCCTHATHTE
qacTd 6B1aT HATBIHO H3TCKYBAHH. '

Kato mano, nponb/okaTeHOCTTa Ha NeveHie € 6 Mecella 3a NpeCTUTe Ha puuere B 9 1o 12 Mecena za
[pLCTHTE Ha Kpakara (TOBa 3aBHCH 3HAYHTEITHO OT TEKECTTa, MACTOTO H CTENEHTa HA HHOEKIHATA).
Cnen 3-meceuna ynorpe6a 6e3 nogobpenue € neoGxoauMa KOHCYITAUMA C JIeKap.

Iepnarpauna nooyanag
TTopanu Amnca Ha OMMT, IGLA H IOHOMIH He TpaGBa na Gnaar nexysanu ¢ Exsonepun Makcn Jlak.

Crapuecka pn3pacr
Hsma cnenuaiHH NperiopBKH 3a Ao3¢paHe npH ynoTpeGa OT NaLHEHTH B CTAPYECKa BB3pacT.

4.3 llpormsonokasanus

CBpPBLXMYBCTBHTEITHOCT KBM aKTHBHOTO BEINECTBO HITH KBEM HAKOE OT IIOMOLIHHMTE BEIIECTRa,
H30poeHH B TouKa 6.1.

44 Cuoenmansn npexyunpexkIends U NpeANA3HA MEPKH IPH ynoTpeba

Mo Bpeme Ha nevenune ¢ Exzomeprn Makcu Jlak He TpaOBa Aa ce HOCAT H3KYCTBEHH




Koraro ce paboTH ¢ OpraHHdHH pasTBOPHTETH TpeOBa A2 C€ HOCAT HeNPOIMYCKITHBY PHKABHII, THH KaTO
B IIPOTHREH CiTya# citosT ot Exzonepun Makcn Jlak e 6bae orctpanen. Crea npanaraneto 5a
Exsonepnn Maxcu Jlak neyefeH nak 3a HOKTH, He TpAOBa J1a ce NPHIAra JeKOPATHBEH JIAK 38 HOKTH
(TpH »KesaHKe) 10KAaTO He HaMuHAT 10 MHHYTH. BEIpeKH ToRa, NPH MHOTOKPATHO NPHIOKEHHE Ha
Exzozepun Maxcu Jlak nevefien nak 38 HOKTH, HAHECEHHAT CIIOM JEKOPATHBEH JIAK 33 BOKTH TpafBa na
ce TIpeMaxHe Npe/iy Ja ce npuioxkd HoB ot Exoaepun Makcn Jlak.

Topazw nurica Ha ONHT, JiEUa W IOHONIHM He TpAGBa Aa GbaaT nekyBanu ¢ Exsonepun Malccn Jax.
H36arsaiiTe KOHTAKT HA JTAKA C OUMTE, YINHUTE U TATABHIHTE.

Tpx nampenT! ¢ Nepudepan chaoBH 3a60NBaHKS, [AAGET, HAPYIICHHA HA HMYHHATA CHCTEMA, KAKTO H
¢ nEcTpodis Ha HOKTHTE WIH CEPHO3HO YBPEACHH HOKTH (HaJ1 ABS TPETH OT HOKETHATA ILTOUKA €
38CETHATA) JICYEHHETO TpabBsa Na 6bae HazHaveHo OT Nekap. B Tesd cmyuau Tpadea qa ce npeapuid
CHCTEMHA TEpaITHA.

IlanpienTH ¢ aHaMHe3a 3a HapaHaBaHe, KOKHYM 3a60/M9BaHHA KaToO NCOPHA3KC HIN IPYTH XPOHHIHH
KOAHHM CHCTOSHHSA, €/1eM, HAPYIIIEHHA Ha THITAHETO (CHHAPOM Ha XHITHTE HOKTH), GONE3HEHH,
H3KpHBEHW/ IepOPMHPAHI HOKTH KM JAPYTH CUMITTOMH TpA0Ra 1a IOTHPCAT MEIUITHHCKA NOMOII NIPEAH
3arovBaHe Ha JICYCHHE. '

Ekaogep:m Maxcu Jlak ceappixa eraHon
To3u nekapersed npoaykr ceaepxa 0,4823 g amcoxon (eTaHom) BEB BCEKH MIdJIHJIHTLp JieveOeH Nax 3a
HOKTH. ToBa MOXeE 13 NPHYHMHH YyBCTBO Ha MAPEHE BEPXY YBPE/AEHA KOXKA. '

4.5 BzanmoaelcTBHE ¢ APYTH A¢KADCTBEHH UPOIYKTH H APYrH GOPMHE Ha B3aHMOACHCTBHE
He ca mpopexxaaHn NpoyyBaHHA 3a B3aHMOeHCTBHE.

4.6 @eprTuaETeET, OPEMEHHOCT H KEPMeHe

BpemenHocT

IpoyusanHaTa 3a peNpOAYKTHBHA TOKCHYHOCT HE MOKA3BAT AaHHH 38 TEPATOTeHHOCT NpK
nabopaTopHA JKHBOTHH, HO ¢ HaGmOAaBaHa eMOPHOTOKCHYHOCT IIPA BHCOKH NiepopaniH 1034, OnuTeT
¢ ynorpeba na amoponduH o BpeMe Ha GpeMEHHOCT M KbpMeHe ¢ orpaHnacH. CHCTEMHATA
abcopOuns Ha aMOPOIPHH MO BpeMe H CJIeH JIOKAIHO MPATOKEHHE € MHOTO HMCKA M CIIE0BATEIHO

PHCKET 3a deTyca IIPH Xopa H3rTIEkAA HECHINEeCTREH. BErpexu ToBa, TH KATO HAMa PeNeBaHTCH
onuT, ynotpebara Ha amoponduu TpA6Ba 1a ce M30ArBa M0 Bpeme Ha GPEMEHHOCT.

KbpMmene
He e u3pectHo JanH aMoponduH ce eKCKpeTnpa B KbpMaTa. Thil KaTo HAMa ChOTBETBEH OIIHT,

ynotpebaTa Ha amoposduH TpA0Ba Aa ce H30STBa IO BpeMe Ha KEpPMEHe.

DepTHIHTET
Hsama gamHaHy JaHHH,

4,7 EdexTh BLpIy cuocobnoctTa 3a modupane 1 pabora ¢ MaMIHAR
Henpunoxumo
4.8 Hexenann JEKAPCTBEHH peakKnnu

TabmiueH COHCHK C HEXKEIAHATE PEAKIHH:




Cretenma-opranen YecroTa : Hexelana peakmas
Kiaac _
Hapymeswa Ba Hewecrn CBpBXYYBCTEHTENHOCT (AIEPrHYHA PEAKIHA)
HMyHHaTa cucrema | (=1/1000 mo <1/100) o
Penxn Jle3HH Ha HOKTHTE, OHMXOKIACHC (CYYTIGHH HOKTH),
(=1/10 000 o [IpOMAHA B HBETA HA HOKTUTE, OHUXOPEKCHC
Hapymenns Ha <1/1000) (VYTLTHBH HOKTH) U KPEXKH HOKTH
KOKATA H MHuoro peaku Ycemane 3a napeHe Mo KOXaTa
MOAKOKHATA THKAH (<1710 000)
C neuseecTHa decToTa| EpuTeM, NpypHTYC, KOHTAKTEH AEPMATHT, ypTHKapHs,
| {oT HanUYHMTE NaHHHA | MEXYPH
He MOXe 1a Opae
HANPABEHA OLIEHKA)
CrobmapaHe Ha OAO3HPAHH HEKEIAHH PEAKLIHH

CpolimaBaHeTo Ha NOZO3MPaHH HEKENAHH PeaKIHH Clle]] pa3pelasaHe 3a ynorpeba Ha JekapcTBeHHA
TIPOOYKT ¢ BaskHo. Topa no3ponsea Aa NpOAEIKA HaGMIONEHHETO HA CHOTHOLIEHHETO NON3a/PHCK 32
HexdpcTBesns poAyKT. OT MEIHLIMHCKHTE CIICIHATHCTH C€ H3HCKEa 1a CHO0IEaBaT BCAKa
[OAOC3HPAHA HEAKENAHA PeaklHA Jpe3 HAIKOHAJIHA CHCTEMA 3a Cpo0liaBaHe: '

- H3mb/mauTenna areHims no nexapersara yi. Jlamsu I'pyes” Ne 8, 1303 Codma, yeGead:
www.bda.bg. ,

4.9 TIIpenozmpane

He ce ouakBa mosBa Ha CHCTEMHM TIPH3HAIIM Ha NPEJIO3HPAHE Clie]] JIOKATTHO NPHIIMKEHHE Ha
aMopoNHH 5% JiaK 33 HOKTH.

B cmyyaii Ha ciryualino norrsiuase, Mpu HeoGXoaquMocT TPp20Ba 1a ce NpeANPHEMAT IOAXOAAIM
CHMITTOMATHYHH MEPKH,

5. ©®APMAKOJIOIHYHH CBOHCTBA

5.1 ®apmaxkoJHEAMHYMEHE CBOHCTBA
(DapMaKkoTEpaneBTHYHA IPyna: APYTH NPOTHBOTH0HMYHH CPEACTBA 32 NOKATHO NPHIOKCHUE,

ATC kox: D 01AE 16

MexaBH3BM Ha JeiicTBHE

AMOposihHH € MpOTHBOrEEHYHO CPeACTBO 3a NOKATHO Nprioxkenue. Tol e oT Kiaca Ha
mopdonuHoruTe npoussonnun. Herosuar ¢yuructarnyen u Gyuruupnes edekt ce Tu/DKH Ha
NpoMAHa B MemOpanaTa Ha rbOMMHATA KJIETKa, HACOUEHA NMpeIUMHO KM OHOCHHTESA HA CTEpOIl.
ChIbPKaHHETO HA eProCTEPOT HAMAIABA M CHIIEBPEMEHHO CE HATPYIBAT CTEPONH C HEINaHAPHA

TPOCTPaHCTBEHA CTPYKTYpA.

Toit ¢ edexTrreH cpemty:

HepMarobury: trichophytes, microspores, epidermophytes;

Apoxmm: Candida, Malassezia wiu Pityrosporum spp., Cryptococcus;
Inecenm: Alternaria, Hendersonula, Scopulariopsis, Scytalidium, Aspergillus,
Dematiaceae: Cladosporium, Fonsecaea, Wangiella,

Humopdun re6u: Coccidiodes, Histoplasma, Sporothrix.




C mskimoueHue Ha Actinomyces, GaKTEpANTE He Ca LyBCTBHTEHH Ha aMOPON(HH.

5.2 DapMaKoKHEETHTHH CBOHCTBA

AGcopbuns ) ‘
AmopondHH NpoHHKBA Npe3 HOKBTHATA IUIOYKA Ype3 JiaKa 32 HOKTH H 10 TO3H Ha4MH YHHIIOKABA
TPYAHOAOCTBIIHHTE MEOHYKH B HOKBTHOTO JIOXKE. ‘

Paznpenesienre
Cucremuara aGcopOLusa Ha AKTHBHOTO BEILECTBO € MHOTO HECKA NPH TO3H HAYMH Ha MPIIIOKEHHE.

EnamMuarpane
JlOpH IIpM NPONBILKATENHO MedeHHe HAMA IPHIHALM 33 HATPYIBAHE B YOBEIIKOTO TANO.

5.3 IlpeixnaHH9EH JaHHEH 32 Ge3onacHOCT

BucoKka cHcTeMHA 'excno:mmm npu GpeMeHHH 3aiilii NpeTU3BHKBa NeKO NOBHINEHHE HA
emGpHOHANHaTA pe3opOms (eMOPHOTOKCHYHOCT).

Brnpekn ToBa, He € HalmonasaH Tepatorede edexT NpH Te3H nosd. ONMHUTET ¢ ynoTpebara Ha
amoponduH 10 BpeMe Ha GPEMEHHOCT M KbpPMEHE [IPH XOpa € OrpaHH4YeH. AMOpOA(HH XHAPOXIIOpHA
€ M3cIeABaH J0 TOKCHYHH JO3H KAKTO in vitre, Taka H in vivo. B HUTO €HO OT T€3H H3CHEABAHKI HE €
OTKpHT MyTareHeH noreniman. He ca nposexcaann ALArOCPOUEH KapUMHOreHHH NIPOYBAHHA.

OrmHTH C )XHBOTHH ¢ JIOKATHO NPHIOKEHHe Ha aMOpO(HH XHAPOXIIOPH TIOKA3BAT JIEKO A0 YMEPEHO
ApasHEeHe Ha KOxKara, 0co0eHO KOraTo ¢e WinoN3Ba NPy OKIY3HBHH CHCTOAHHA. Berpexkn Topa, Thit
KaTO OKJIY3HBHHTE IIPEBPB3KH He C€ MPeNOpPBYBAT [IPH JI€USHHE HA JTOKATHH IbOHYHN HHEKIHH PH
XOpa, 3HAYEHHeTO Ha MOBHIIEHOTO NOKANHO JIPA3HEHE TIPH TE3H eKCTPEMHH YCJIOBHA C€ CUHTA 3
HesHaunTenHo. Hama JOK43aTeNcTBa 3 HOTOTOKCHYEH, aneprideH Win GoTOAICPrHIeH OTEHIMAN
Ha aMOpONdHH XHAPOXIOPHA IPH HATO €QMH OT CHOTBETHHUTE OIIHTH C XKHBOTHH. '

6. ©OAPMANEBTHYHH JAHHHA
6.1 Cumckk ua NOMOIMHATE BelleCTBA
Etanon Ge3sonen . ,
AMOHHEE METaKpiIaT konomiamep (THI A)
Ermvnanerart

byrananerar

TpuaneTHs

6.2 I-Iéc'l.nmecmuocm

HenpumoxuMo.

6.3 Cpok Ha rogaoCT

3 roguHm

2,5 ml 1 3 ml 6yTunka
Cnen mppBo OTRapsAHe: 6 Mecena

"5 ml 6yrunka




Crnen mspeO OTBapsAHe: 9 Mecena
6.4 ChoensaJHH ycI10BHS HA CHXPAHCHHE
Crxpanapaiite GyTHIKaTa IUTETHO 3aTBOPEHA.

Coxpanssaiite nedeOHEA TaK 33 HOKTH JANed OT OIBH MJIH IUTaMBIH (aAKOXOIHATA OCHOBRA €
3amanmuMa).

6.5 Buaau coAbpKaAHME HA ONAKOBKATA
Bytunka ot kadsaBo crekno Tun I vk tHn I, ¢ kamadka ot HDPE ¢ TeIOHOBO MNOKPHTHE.
- Bupose onakosku: 2,5 ﬁll, 3mleSml
BcuukH 0nakoBKH ChabpxkaT 30 mouHCTBAIIM TAMIIOHA ¢ ATKOX0N (HAllOEHH ¢ H30IPONHIOB alKOXO0JI
33 OTCTpPaHABaHe Ha NevyeOHUA JaK W ONAKOBAHH B KOMIOHEHTHO ¢omio), 10 mmarymm u 30 mamiky
33 HOKTH.
He BcHuKH BHAOBE ONMAKOBKH Morar Aa ObaT mycHaTH B npoaaxoa.
6.6 Cpenmaans upeIna3HH MepPKH OpH usxin,pﬂnne B paboTa
Hsxpbpiiere NeKkapCTBEHIHA MPOLYKT, AKO C€ pa3Bajii, HAlP. BTBBPAH. ‘
Hewm3nos3BaHAAT NleKapcTBEH NPOAYKT Hiid OTNAXLYHHTE MATEPHAIIH OT Hero Tpsidpa fa ce M3XBBPIAT
B CHOTBETCTBHE ¢ MECTHHTE H3HCKBAHHA.
7. TPHT EXXATEJ HA PASPEIIEHHMETO 3A YIIOTPEBA
Sandoz d.d.
-Verovikova 57,
1000 Ljubljana
CrnoseHns
8. HOMEP(A) HA PASPEIHEHHETO 3A YIIOTPERA
Per. Ne 20190074 .
9. JATA HA ITBPBO PA3ZPEIIABAHETIOAHOBABAHE HA PABPENNIEHHETO 3A
YOOTPEBA :
Jlata Ha mepRO paspemasare: 05.04.2019
Jata Ha nocaenHo NOOHOBIBAHE:

10. ,I{ATA HA AKTYAJIU3HPAHE HA TEKCTA
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