Q6 v Q/F_f _
¢ £33 170505

KPATKA XAPAKTEPUCTHUKA HA INPOAYKTA'

1. Ume Ha JiekapcTBeHHS NPOAYKT

batpaden 80 mg/g 1euyebeH JaK 32 HOKTH
Batrafen 80 mg/g medicated nail lacquer

2. KadecTBeH H KOJIHYECTBEH CHLCTAB

AKTHBHO BELIECTBO: LMKIJIOMUPOKC (ciclopirox)
1g pa3tBop chabpxka 80 mg uuknonupokc (ciclopirox)

3. JlekapcTBeHa popma

JleueOeH n1ak 3a HOKTH
bucThp, Oe3uBeTEH 10 61€10K BT, XOMOTE€HEH Pa3TBOP

4. KJIHMHHYHH NaHHH

4.1. TepaneBTHYHH NOKa3aHHuA

MHUKOTHYHH 3a00JI9BaHUS HA HOKTHUTE

4.2  /l03HPOBKA H HAYHH HA NPHJIOKEHHE

[Ipe3 nbpBus Mecen Batrafen nak ce HaHacs B ThHBK CJIOH 11pe3 JI€H, NIPe3 BTOPHS
MeCel] HaH-MaJIKO 2 ITbTH CEIMUYHO U OT TPETHS MeCEL| BEAHBX CEIMHYHO.

HauyuH Ha npuIoKeHHe

[Ipenyn nayanoro Ha neyenuero ¢ Batrafen nak TpsgOBa ¢ HOXHUIIA WU C €THONTOCOYHH
[TUJIM J1a C€ OTCTPAHH KOJIKOTO € Bb3MOXKHO IMOBEYE OT pa3pylleHUs] HOKBT.

[1pe3 nbpBHUs Mecen Batrafen nak ce HaHacs ipe3 JieH B THHBK CJIOH BbPXY 3aCerHATHS
HOKBT. C TOBa ce NOCTHIa HacHIllaHe Ha HOKBTH C AKTHBHOTO BEIIECTRBO.

[Tpe3 Bropus Mecel Ha JieYeHHE MPUIIOKEHHETO MOXKE /1a CE HAaMaJTH Ha Hal-MaJIKo 2
MbTH CEAMHYHO, @ OT TPETHS MECEI-Ha BEJIHBXK CeAMUYHO. [IpoabmxkuTenHocTra Ha
MPUJIOKEHHUE 3aBHCH OT TEXKECTTA Ha 3acAraHe Ha HOKBTS, HO He TpsAOBa J1a HAIXBBPJIs
6 Mecela.

3a ToBa BpeMe OT 6 Mecela IPHYHHUTENAT HA MUKOTHYHATa HHGEKIHMS HAa HOKTHTE LI1e
Ob/Ie HAITBJIHO YHUILOXKEH. JIeKapsaT 11e pely Jaau € He0OX0AUMO MO-HATAThIITHO
JICYECHHE.

4.3 IlporuBomoka3zaHus

AKTHBHOTO BELIECTBO IHKJIOMUPOKC HJIH HAKOS OT JAPYTHTE CHCTABKH.
[Topaam sunca Ha KIMHUYEH ONMHUT NpHIIOXKeHHETO Ha Batrafen nak npu néfig
BpeMe Ha OPEMEHHHOCT H KbPMEHE € IMPOTHBOIOKA3aHO.

Batrafen nak He TpsOBa na ce npuara npu U3BeCTHA CBp'bquBCTBmenHO A\A 11




44  CneuHaJHH NPOTHBONOKA3ZAHHSA H NpeIyNnpe:KIcHAs IPH ynorpeda

Hsama

4.5  BiaumonaeHcTBHA ¢ APYrH JeKAPCTBEHH NPOAYKTH H APYIH
B3AHMOJcHCTBHS

He ca H3BeCcTHM.

4.6 DbpeMeHHOCT H KbpMeEHE

llopaan nunca Ha KTHHHYEH ONHT NMPHIIOXKEHHETO Ha Batrafen nak npu nena u no
BpeMe Ha OPEMEHHHOCT M KbPMEHE € MMPOTHBONOKA3aHO.

4.7  E¢exTH BBpXY cnocobHocTTa 33 Modupane H padoTa ¢ MAMHMK

Hsama edexT Bbpxy cnocobHocTTa 32 modHpaHe ¥ pabora ¢ MalLHHU.,

48 Hexenanu ieKapcTBeHR PeaKIHH

B MHOrO pesiku cimy4au npH koHTakT ¢ Batrafen nak e nabnionasaHo 3auepBsBane 1
MIOLIEHE HA KOXKATa OKOJNO HOKBTA. B peikH Ciryyau Moxe J1a HAaCTBIIH aJlepruyeH
KOHTaKTEH ACPMATHT.

4.9 Ilpexo3npane

CrnemHsu MEpKH, CHMIITOMH H aHTHIOTH HAMA.

5. DapMaKOJOrH4YHH JAHHH

5.1 DapMaKkoIHHAMHYHH CBOMHCTBA

(PapmaxorepaneBTHyuHa rpyna — anTuMuKoTHK ATC xoa D01 AE 14

Ciclopirox, ceappikatn ce B Batrafen nak 3a HOKTH, € HIMPOKOCTIEKTHPEH AaHTUMHKOTHK
C BUCOKa MPOHUKBALIA CMOCOOHOCT.

Toii nposBasa pyHrunmaeH edekT cnpsaMo AepMaTodUTH,KaH M 1031, ILIIECEHN U APYTH
BH0BE rEOHUKH.

AHTUMHKOTHYEH CNEKTHP

AKTHBEH € CIIPAMO JepMaTOOHUTH, KaHIUAH, XJIaAMHIMH H APYIH MbOHUKH.

Bxumousa cbino ['pam-riostoxutentu u ['pamM-oTpruaTe i MUKpOOPraHH3MH.
Pesynrarure OT H3CAEIBAHETO HA MEXAHH3MA HA JICHICTBHE NOKA3BaT, ¢ PyHTHIUHAHOTO
AICHCTBHE HA LIMKJIONHPOKCOIAMHH C€ OCHOBABa Ha Bb3NPENATCTBAHETO HA IPHEMa Ha
)KH3HEHO HEOOXOANMHTE KNECTHhYHH MPAJIHBHHU BELIECTBA H €JHOBPEMEHHO C TOBA HA
HHAYLHPaHE HA H3BJIHYAHE HA APYTH €CCHUHAHH KIEeThYHH ChCTABKH. T m——
[{MKNONMHPOKCOIaMHH C€ KOHLIEHTPUPA CHITHO BBB BETPEIIHOCTTA HA MH '
KJICTKa, KaTo NMPH TOBA C€ CBbP3Ba HEOOPATHMO C ONpPEeACNIEHH CTPYKTY
KaTo KJIE€ThbYHATa CTEHA, KJICThYHATa MeMOpaHa, MHTOXOHAPHHTE, PH
MHUKPO3OMHTE.




He ca oTkpuTH nipu3sany 3a MeTabonn3npaHe Ha LHKIOMHPOKC B MUKOTHYHATA KIIETKA.
CpaBHHTENHHUTE NPOYyYBaHUA ca JOKA3aIH €IHAKBO aHTUMHKPOOHO AeHicTBHE Ha
IHKIJIONTHPOKC H LIMKIIOMHPOKCONIAMHH NMPH CHOTBETEH CIIEKTHP HAa NPHYHHHUTEIHTE HA
JCpMaTOMHUKO3aTa.

5.2 PapMaAKOKHHETHYHH CBOHCTBA

IIporukeane na yurIONUPOKC OM 1AKA 3G HOKMU 8 MUKOMUYHO NPOMEHERUME U3DA3AHY
YOBEWUIKYU HOKMU

OcBoboxaBaneTo Ha Genga3ano akTeHO Bemtecto {'4C) oT naka 3a HOKTH M
IIPOHHKBAHETO MY B H3pA3aHH, MUKOTHYHO MPOMEHEHH HOKTH BOaH cien 24-48 yaca 1o
TbKaHHH KOHIEHTPAUH B JLIOOKHTE COEBE HA HOKTHTE, KOUTO OTroBapaT Ha 2 10 10
NbTH MHHUMAJIHATA HHXHOHpallla KOHUEHTPALWA 3a ChOTBETHHSA MIPHYMHHUTEI HA
OHHXOMHKO3aTa.

5.3. [IpeaAxnuHAYHY NAHHH 33 0e30NACTHOCT

Ipoyyueanus in vivo Ha NPOHUKEAHEMO HA YUKIONUPOKC OM 1aKa 3a HOKMU 6 30paesl
HOBEUIKU HOKMU

T'bit KaTo ycnoBHATA [IPH W3PA3aHHTE HOKTH CaMO B H3BECTHA CTENEH OTpa3sBar
[10JIOKEHHETO In Vivo, MPOy4eHO € MIPOHUKBAHETO HA LIMKJIONHPOKC OT JIaKa B
HOKBTHATA IJIOYKaA Ha 34paBH HOKTH. JIOKa3BaHETO Ha aKTHBHOTO BEILECTBO CE €
H3BBPLUBAJIO ¢ OMOJIOrHYEH TECT (MOATHCKAaHE Ha pacTexa Ha Candida
pseudotropicalis). [Ipu ToBa B pa3sfHYHHUTE COeBEe HA HOKHTHATA IUIOYKA ca OHIIH
OTKPHTH ThbKaHHH KOHIEHTPALHMH HA LIUKJIONHPOKC, JOCTATHYHH 3a ITHJIHO NOATHCKAHE
Ha pacTeXa Ha U3C/I¢ABaHUTE IamMoBe. HapacTeaneTo Ha 1M Y3HOHHHEA IPATHEHT A0
NOCTUraHe Ha paBHOBecCHE 3aBbpiBa 3a 14 auu. Cnea ToBa ce yCTaHOBSBA OTHOCHTENHO
XOMOT€HHO pasinpeacIeHHe Ha aKTHBHOTO BEUIECTRBO B 1AJIaTa HOKBTHA IUIOuKa. ToBa
C¢ OTHACH MOHE 3a NHCTAJIHHTE YacTH. Te3Hn Npoy4BaHHA ca YCTAaHOBHIIH, Y€ YACTTA HA
LHKJIOMAPOKC, HABJIA3)Ia B HOKBTHATA ILIOYKA, OCTaBa MHKPOOHOJIOMMYHO aKTHBHA.
Hsma nann# 3a pe3opOiusTa npe3 HOKBTHATA ILIOYKA H CUCTEMHATAa HATHYHOCT Ha
HUKIIONUpoKc. Tesu croiHocT obaue TpsabBa na ca onpexnenero nox 1.3% (nepManya
pe3opOLus).

Hsama nokasarencrtsa, Ye TOKCHKOJIOTHYHUTE JaHHH ,IOJYYEHH 32 IHKIOMUPOKC
OJIAMHMH, HE MOTaT Jla C€ eKCTPAMOJIHPAT 3a LIHKJIOITHPOKC,

6. PapMaUeBTHYHH JaHHH

6.1 Cnicebk H2 NOMOIMHUTE BeIECTBA

[loMOIHH BElIECTBA: MMOJHUMEP HAa METOKCHETHIIEH C MOHOOYTHJIOB €CTED Ha 2-
OyTeHauNIOBa KHcenuHa (1:1), eTHnaleTar, H30NMpPOINIIOB ATTKOXOJI.

6.2 HecnbBMecTHMOCTH

He ca H3BECTHH.




6.3 Cpox na rogHocrt

3 roauHA.
Cpok Ha roAHOCT cliell MBPBO OTBapsAHE: 6 Mecella
Cnen u3rHvaHe Ha CpOKa Ha FORHOCT JIEKapCTBOTO He TpsAGBa /1a ce npUJara.

6.4  Yc/0BHA Ha cChXpaHeHHe

He n3uckBa criciiaiiHi yCIIOBHS Ha ChXPaHEHHE.

6.5 JIaHHHN 33 OMAKOBKATA

OnakoBka ¢ 3 g pa3TBOp
OnaxoBxa ¢ 6 g pa3Tsop

6.6 Ilpenopnxu npu ynorpeba

[Ipe3s usnioTo BpeMe Ha NPUNIOKEHHE BEAHBAK CEIMHYHO JIAKOBOTO MOKPHTHE TpAOBa Ja
C¢ OTCTpaHABa C TAMHOHH, HANIOEHH ¢ ankoxoi. Ilpu Tosa TpgOBa HaHOBO Aa ce
OTCTPaHH KOJIKOTO € BE3MOXHO I10BEYE OT IPOMEHEHHA HOKBT ¢ IOMOIIITA Ha
CHOMOCOYHHTE MUK, AKO MEXAYBPEMEHHO JIAKOBOTO MOKPHTHE CE YBPEH,
AOCTAThYHO € Ja ce Hamaxar ¢ Batrafen nak camo HanykaHuTe Mecra.

7. [IpuTexaTen Ha pazpemeHHeTO 32 YnoTpeba
Zentiva k.s.

U kabelovny 130,

Dolni Mé&cholupy

102 37, Prague 10
Yeiwka penybnrka

8. Homep(a) Ha pa3pemenneTo 3a ynorpeta

Per. Neo: 9600173

9. JaTa Ha MBLPBOTO paspemenHe 3a ynorpeba/mMoAHOBABAHE HA
Pa3peIueHHETO

12/08/1996 .

10. JaTa HAR AKTYA/IH3AIHA HA TEKCTA




