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1. HanMenaoBaHHE HA NEKAPCTBEHMA NPOIYKT
Batrafen 80mg/g medicated nail lacquer

barpaden 80mg/g neqeben 1ak 32 HOKTH

2 KauecTBeH I KOTAYECTBEH CHCTAB
AKTHBHO BELIECTBO: IHKAOMHPOKC (ciclopirex)
1g pa3TeROp cBABpka 80 mg HKIOMHpoKe (ciclopirox)

3. JlexapcTrBena ¢popma
PasTeop - Meyeben J1ak 3a HOKTH

4. KnnanuanE ganau

4.1. TepaneBTHYHH HOKA3IAHHA
MuxoTuaHE 3a001ABaHHA HA HOKTHTE

4.2 JIO3HPOBKA H HAYHH HA IPHICKEHHE

I'Tpes nupeusa Mecen Batrafen mak ce HaHacd B TBHBK CJIOH NMpe3 AeH, Ipe3 BTOpUA
Mecell Hali-Manko 2 MBTH CEAMHYHO H OT TPETHA Mecel] BEMHBK CeAMHYHO.

Hauuhn Ha npuanoxkedne

Hpemu Havanoto va negeHueTto ¢ Batrafen nak Tpsa0Ba ¢ HOXKHIA HITH ¢ €THOMOCOYHH
MUK 23 CE€ OTCTPAHH KOJIKOTO € Bb3MOKHO MOBede OT pa3pylieHHs HOKBT.

Ilpe3 nbpBua Mecen, Batrafen nak ce Hanaca npe3 AeH B TBHEK CJICH BBPXY 3aCErHATUA
HOKBT. C TOBa ce MOCTHUIra HacHILAHE Ha HOKETA ¢ AKTHBROTO BELUECTBO.

Tpe3 Bropus Mecely Ha JIEYEHHE MPHIOKEHHETO MOXKE J1a ¢e HAMAMH Ha Hali-manko 2
MBTH CCAMHWYHO, a4 OT TPETHA MECEL-HA BCIHEBAXK CEIMHYHO. HpO,El'I:J'I)KHTEJIHOC’ITa Ha
MPHIIOJKEHHE 3aBHCH OT TEXKECTTa Ha 3acAraHe Ha HOKBTA, HO He TpA0Ba [1a HaAXBEP/IA
6 Mecena.

3a ToBa BpeMe OT 6 Mecea MPHYHHHTENAT Ha MUKOTHYHATAa MHEKLMA HA HOKTHTE ILE
Obie HAMBIHO YHHIIIOKEH. JlekapaT 1le pelH JaTH € HEOOX0JHMO NO-HATATRIIHO
JICYEHHE.

43 IIpormBomoxkaszanus

Batrafen nak ue Tpa0Ba Aa ce Apuiara ApH H3BECTHA CBPBXYMYBCTBHTENHOCT KbM
AKTHBHOTO BEILECTBO LIHKJIONHPOKC HIIH HAKOA OT APYTHTE CHCTABKH.

Mopaau nMunca Ha KITHHAYEH OMAT MpWIOKeHWeTo Ha Batrafen nax npu aeua u no
BpeMe Ha OPEMEHHHOCT H KEPMEHE € MPOTHBONOKA3aHo.

44  CrnenmajRg NPOTHBONOKAZAHAA M IPefyNpexAeNHsd NPH yHoTpeda
Hama




4.5 B3zaaMoneiicTBESA ¢ APYrA JJeKAapCTBEHH NPOAYKTA H APYTH
B3aHMoAcHCTBHE
He ca u3BecTHH.

4.6 BpeMennocrt 0 xppmene
IMopanw nunca Ha KIMHHYEH OIHT NPHIOKEHHeTO Ha Batrafen nak npu gena v no
BpemMe Ha OPeMEHHHOCT H KbPMEHE e NPOTHBOMOKA3AHO.

4.7  EdexTn BBpXY cnocoGHOCTTa 32 mohapane © paiora ¢ MAINEEA
Hama edekt BppXy cmocoOHOCTTa 32 WWodHpaHe K padoTa ¢ MALIMHM.

4.8 Hekelans JeKapcTBeHH peaKnuH

B mHoro peaxn cnyvau npH KOHTakT ¢ Batrafen mak ¢ HaGmoJaBaHo 3a4epBiBaHe B
JIOUIEHE HA KOMKATA OKONO HOKLTH. B PEIKH CTyYaH MOKE Ja HAaCTBRITH aNepruveH
KOHTAKTECH AEPMATHT.

4.9 Ilpegoimpaue

Crenmnn MEPKH, CHMIOTOMH H aHTHAOTH HAMA.

5. PDapMaKONOrAYHA JAHHH
5.1 PapmakolHEAMHYHH CBOHCTEA

PDapMakoTepanesTaIaa rpyna — anramexkoTak ATC kon D01 AE 14

Ciclopirox, cbaspsxaiy ce B Batrafen nax 3a HOKTH, € IWHPOKOCNEKTbPEH AHTUMHKOTHK
¢ BHCOKA MPOHHKBALIA CHOCOGHOCT.

Toii nposraea pyHruuuaeH eQekT cnpaiMo AcpMaTOQUTH, KAHAHAOZH, ILTECEHH H IPYTH
BHJIOBE IbOMUKH,

AUTHMUKOTHYEH CNIEKTHY

AKTHBEH € CIpAMO epMaTO(UTH, KAHAMAH, XJIaMUAHH M ApYTH FbOHYKH.

Bxmousa cbino I'pam-nonosxurentu H [ paM-oTpHLaTETHA MEKPOOPTaHH3MH.
PesyntaTure oT n3cnenpaHeTo Ha MeXaHW3Ma Ha ielicTBHe TIOKA3BaT, ue QYHTHIMAHOTO
JeiicTBHE Ha IUKJIOMHPOKCOJIAMHH Ce OCHOBABa HA BB3MPENMATCTBAHETO HA TIPHEMa Ha
KM3HEHO HEODXOAHMHTE KISTHYHH MPaJHBHM BEILECTEA M eJHOBPEMEHHO ¢ TOBA Ha
HHIYUHpPAaHe HA U3B/IHYaHe Ha JPYTH eCeHUMATHY KASTHYHY ChCTABKH.
ITaxNONMHPOKCONaMAH ce KOHLEHTPHPA CHITHO BB BRTPEILHOCTTA HA MHKOTHYHATA
KJIeTKA, KaTo MPH TOBA Ce cBBpP3Ba HeoDpaTHMO ¢ onpelie/ieHH CTPYKTYPH M OpraHesn
KaTo KIeThYHATA CTEH4, KICThYHAaTa MeMOpana, MHTOXOHIPHHTE, pHO03OMHTE U
MHKPOZ0OMHTE,

He ca oTkputy npu3Haue 3a MeTabonusnpane Ha UHKIONHPOKS B MUKOTHYHATA KISTKA.
CpaBHMTENHHTE NPOYYBaHHA ca ROKa3allH ¢IHAKEO AaHTHMHKPOOHO JIeHCTBHE Ha
LHKJIOLHPOKC H UHIOTMPOKCONAMHH MPH CHOTBETEH CNIEKThP Ha IPHYHHHATEIMTE HA
JEPMATOMHKO3AaTA.

5.2 PapMaKoKHAETHIHH CBOicTBA




IHponurearne Ha YUKIONUPOKC OM 1AKA 30 HOKIMU 8 MUKOMUNHO NPOMEHERHMe USPA3aHY
YOBEMLKI HOKMU

OcBoGoxaasaneto Ha fennzano aktueHo Bemectso ((*C) ot aka 3a HOKTH B
MPOHUKBAHETO MY B M3PA3aHH, MUKOTHYHO NPOMEHCHU HOKTH BoM cnen 24-48 yaca no
TBKAaHHH KOHLIEHTPAIMH B TbA00KHTE CMOEBE HA HOKTHTE, KOMTO OTroBapsaT Ha 2 1o 10
MBTH MHHUMANHATa HHXHOHPALIA KOHUCHTPAUMA 3@ CHOTBETHHA NMPHYHHKTEN HA
OHHXOMHKO3ATA,

5.3. llpeqkIHHATHEA ARHHH 3a 0€30MaCTHOCT

ITpoyusanua in vivo HQ RPOHUKEAHEMO HA YUKAONUPOKC OM 1aKA 3a HOKMI & 30pasu
HOBEUIKU HOKIL

Tril KaToO YCIIOBHATA NPH U3PA3AHUTE HOKTH CaMO B H3BECTHA CTEMEH OTpa3faBaT
TIOAIOKEHHETO it Vivo, IPOYHUEHO € MPOHMKBAHETO Ha IHKTOTHPOKC OT JIaka B
HOKBHTHATA TJI0YKA Ha 35PaBH HOKTH. JJOKa3RaHETO Ha aKTMBHOTO BEILECTBO & €
W3BLPILBAJIO ¢ GHONOrAYeH TecT ([IOATHCKAHE Ha pacTe:xa Ha Candida
pseudotropicalis). TIpH TOBa B pa3nMYHUTE CIOEBE HA HOKBTHATA [UIOYKa ¢a OWIH
OTKPHTH THKAHHH KOHLEHTPALWH Ha [UKJICTIHPOKC, TOCTATHYHM 3a MBIHO MOATHCKAHS
HA pacTexa Ha M3caeapaHuTe wamose. HapacTeaneTo Ha mudy3HOHHHS rPagueHT OO0
MIOCTHTAHe Ha PABHOBECHE 3aBLPINBA 33 14 nuu. Chcn ToBa ¢¢ YCTAHOBABA OTHOCHTEIHO
XOMOTEHHO pasmnpeeeHHe Ha akTHBHOTO BELECTRO B L[ANIaTa HOKBTHA IUToUKa. Topa
ce OTHACA MOHE 33 AMCTATHHTE YacTH. Te3H MpoyyuBadnd ca YCTAHOBHIIH, Y€ HACTTa HA
UUKIONUPOKC, HABJIA3/1A B HOKETHATA MJI0YKA, OCTaBA MHKPOOHONOTHYHO aKTHEHA.
Hsama gaHEH 3a pe3opOnHgTa Npe3 HOKBTHATA TNIOYKA H CHCTEMHATA HAIIHYHOCT Ha
uuIonyupoke. Te3u cToiiHocTH o6ave Tpadea 1a ca onpeaeneHo noa 1.3% (aepmanHa
pe3opOrmn).

Hsama goxazaTencTsa, Y€ TOKCHKOIOTHYHMTE JAHHM ,[IONYYEHH 33 UHKTOMHMPOKC
OJIAMHH, HE MOTAT j1a C& eKCTPANOIMPaT 3a [{HKIOMHPOKC.

6. ®apManeBTHYHA JAHHH
6.1 CHachK Ha NOMOITHATE BENIECTBA

Ionu(6yTun xuaporen maneat, MetokcuetuneH) (1:1), erwnanerar, 2-Nponanon
(Poly(butyl hydrogen maleate, methoxyethylene) (1:1), ethyl acetate, 2-propanol}

6.2 HechbBEMecTAMOCTH
He ca u3BecTHAU.

6.3  Cpox na rogaoct

ITpu npaBUIHO chXpaHeHHe CPOKET Ha FOJHOCT Ha Batrafen nak € 3 roauHs.
Cnen w3THYaHe Ha CPOKA HA TOJHOCT IEKAPCTBOTO He TpAOBa Ja Ce [IpHilara.
Cren oTeapsAHe Ha IWIMINETO CPOKBT Ha roJHOCT Ha Batrafen nak npu chxpaHeHHE
ChI'IACHO YKa3aHuATa € 6 Mecena.

64 YcaoBEa Ha chXpanenne
Ho uspaszxoapanero My Batrafen nak tpaGea na ce cpxpanaBa na CTakina Temneparypa,
3allUTCH OT CBETAHHA.
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6.5 /laHHH 32 ORAKOBKATA
Imue ¢ 3 r pazTeoOp

6.6  Ilpenoprnkm npr ynorpeGa

Tlpes usnoTO Bpeme Ha MPUIOKEHHE BEAHDLK CEAMUYHO JIAKOBOTO MOKPUTHE TPiOBa 1a
¢e OTCTPaHABA ¢ TAMIIOHH, HATIOEHH ¢ aKoXou. I1pu Topa TpaGBa HAHOBO 1A ce
OTCTPAHH KOJIKOTO € BE3MOKHO MOBEYE OT MPOMEHEHHA HOKBT C IIOMOIITA Ha
€XHONIOCOYHHTE MIIH. AKO MEKIYBPEMEHHO TAKOBOTO HOKPHTHE CE YBPEH,
JOCTATHYHO € Aa ce HaMasxart ¢ Batrafen nak caMo HanykaHuTe MecTa.

7. IIpaTexaTea Ha palpemienneTo 3a ynorpedba
Zentiva k.s,

U kabelovny 130,

Dolni Mé&cholupy

102 37, Prague 10
Yeika pemy6nuka

8. Homep B peracrbpa HA IPOIYKTH

9600173

9. /laTa Ha NPBOTO pa3pelieHHAE 32 ynoTpeda/noIHOBEBARE HA
pa3peltenHeTo

12/08/1996
10. JaTa Ba aKTYaJIMIAIHA HA TEKCTA

07/12/2022




