W3MLHWRTENHA ATEHLNA NO NEKAPCTBATA

Jlucmobka - lNMpunoxerue 2

Kbm Pez. Ne............. X‘V}J/éd ................

JIMCTOBKA: HHOOPMAILMSI 3A MOTPEBUTEIST

Moanneiin 80 mg/g neueben Jak 3a HOKTH
Polinail 80 mg/g medicated nail lacquer
Ciclopirox (Lluknonupokc)
3a ynorpeba Haza 18 roaniina Bp3pact

[IpoueTere BHUMATEJIHO Ta3H JHCTOBKA MPEAH Ja 3an04UHETe 1a Npuemare ToBa

JIeKapeTBO.

ToBa JlekapcTBO ce oTrycka 6e3 iekapeko npeanucanne. Bbrnpeku ToBa, 3a 1a nonyuure

Haii-noGpu  pesynTaTH  OT Jjeuendero, Bue TpadBa BHMMATENHO Ja crasBate

MHCTPYKLMKTE 3a ynotpeba Ha JIeKapCTBEHUS MPOLYKT.

- 3anasere Tasu JUCTOBKA. MOjKe J1a ce HaloXkH Jia i MpoYeTeTe OTHOBO.

- AKO ce Hy)X/JaeTe OT JOMbJIHUTENHa HHPOPMALIUA WK CHBET, nonuraitte Bawmns
(hapmanieBT.

E Bue TpsabBa na NOTbpPCUTE JieKapcka noMoulL B ciyyail, ye Bawure CUMIITOMHM ce
BJIOLIABAT WJIK HE ce noao0psBar.

- AKO HSKOS OT HEXKEIaHNTe JeKapCTBEHH PeakilMi CTaHe Cepuo3Ha Wi 3abenexuTe
JPYTH, HEOMMCAHN B TA3W JIMCTOBKA HEXKENaHH PEakLu, MOJIA YBEJOMETE Bawwus
nekap win (hapmauesT.

O Ta3u JUCTOBKA 11e HAY'UHTE!

1 Kakso npejctasissa [lTonuueiin 80 mg/g neyeben nak 3a HOKTH W 33 KakBO ce
M3110J13Ba

IMpenn na usnonssare Monmneiin 80 mg/g neuebeH Jlak 3a HOKTH

Kak na wsnonzsare [loauneiin 80 mg/g neuebeH nak 3a HOKTH

Bb3MOKHI HEXKENIaHU peaKkiiiu

Kak na cbxpaussare [Tonuneiin 80 mg/g nevyeben nak 3a HOKTH

JlonbauuTesina nHopmaLus

R ok

1. KAKBO IIPEJICTABJISIBA MNOJUHENJI 80 mg/g JIEUEBEH JIAK 3A
HOKTH U 3A KAKBO CE U3I10JI3BA

[Monuueitn 80 mg/g neueGen JlaKk 3a HOKTH € IIMPOKO MpHaraHo NMPOTHBOrbOMUHO
cpeacTBO (AHTUMMKOTHYEH MPOJYKT € WHMPOK CMEKThp Ha JIeicTBHE) 3a JIOKAJIHO
NPUIOKEHWE BLPXY HOKTHTE Ha pblETe, HOKTHTE Ha Kpakara M KoXara B
Hernocpe/cTBeHa 6JIM30CT.

[Tpunara ce 3a JeueHHe Ha JIEKH 10 yMEPEHO M3paseHH rbOMYHM HHPEKUMH HA HOKTHUTE
(OHMXOMHKO3a), TNPUUMHEHH OT (UIAMEHTO3HH bOH w/mnn  apyrn rbM, KOMTO
[MOJUIEXKAT HA JieYeHHe C LIMKJIOMHPOKC.

AkTHBHaTa CYGCTAHIMA UMKJIOMMPOKC MPeIOTBpaTaBa pacTeka Ha rbOMUKH W TH
yHHUII0KaBa. BeseacTBHE HA TOBA BHHIIHMAT BH/L HA HOKTHTE Ce noaobpssa.




2. MPEJU JIA HU3IOJI3BATE MNOJIMHENJI 80 mg/g JIEUEBEH JIAK 3A
HOKTH

He nsnosussaiite [Moanneiia 80 mg/g neveben 1ak 3a HOKTH

- ako cTe ajepruyHu (CBPBXUYBCTBMTENHHM) KbM LMKJIOMNMPOKC WM  HAKOA OT
octananute cbetaBku Ha [Monmueiin 80 mg/g neueben ak 3a HOKTH

- npu aeua noj 18 roamiiHa BH3pacT MOpajM JIMNCA HA JAOCTATHYEH OMHUT 3a Ta3H
Bb3pacToBa rpyna.

OGbpHeTe crenuaino BHHMAHHE NpH ynorpedaTa Ha IMoauneiin 80 mg/g neueden
JIAK 32 HOKTH

B ciaywaii Ha nNposBM HAa CBPBXYYBCTBUTENHOCT, MOJIA CHPETE JICYCHHETO H Ce
KOHCYyJITHpaiiTe ¢ Bawmus nekap.

KakTo npy BCHUKH BHOBE JIOKAJIHO JleYeHHe Ha OHMXOMHKO3H, B CIIy4auTe NpH KOMTO ca
jacerHarv rnopeye HOKTH (>5 HOKBTA); MoBeve OT JIBE TPETH OT HOKbTHATA IJOYKa €
NpoOMEHeHa WM HalMuue Ha Mpejpasnoaraiiy (axropH, KaTo AUabeT ¥ HapyLICHUs Ha
MMyHHATa CHCTeMa, HeoOXoauMo e Ja ce obchau ¢ Bamus nekap npuiaraHeTo Ha
JIOMBJIHUTEJIHO JISYEHUE pe3 ycTara.

Axo cte quabeTHK, MOJisi BHUMaBaiTe, KOraro CH u3ps3BaTe HOKTHUTE.

M36srBaiiTe KOHTAKT C OUMTE W JIMTABULIMTE.

[Monuneiin 80 mg/g neueGeH ak 3a HOKTH € CamMo 3a BbHLUHA yrnoTpeda.

He wsnosi3BaiiTe naKk 3a HOKTH WIH APYrM KO3METHYHM MPOAYKTH 32 HOKTH BBPXY
JIEKYBAHUTE HOKTH.

Ynorpeba Ha APYIrH JieKapeTsa
Mouns undopmupaiite Bamus nekap uiu (apmauesT, ako npuemare ujiM Hackopo cre
npUeMay Apyru ekapeTsa, BKIIOUMTENHO M TaKUBa, OTIycKaHn 6e3 peuenTa.

BpeMeHHOCT H KbpMeHe

bpemennocm

[MocheeTsaiite ce ¢ Bamusa nekap uau dapmaueBT npeau ynorpebara Ha KOETO M Ja €
JIeKapcTBO.

Jleuennero ¢ IMoauneitn 80 mg/g neueben NaK 3a HOKTH MOXE Jia ce rpujiara camo B
clydad Ha CriemHa HeoOXOJMMOCT OT JIGHEHHETO W CJIe/l BHMUMATEHa MpeleHka oT
NieKyBallus JeKap Ha ChbOTHOLICHHETO M1013a/PHCK.

Kwvpmene

HsiMa JaHHU JaJd IMKJIOTMPOKC NPEMUHABA B MAHYHHOTO MJISIKO.

Jleuennero ¢ [Monuuein 80 mg/g neueGen JlaK 3a HOKTM MOJXE Ja Ce€ mnpuwjiara camo B
clyuyam Ha crelrHa HeoOXOJMMOCT OT JICYEHHWETO M CIIe]l BHMMATe/lHa MpeleHka oT
JleKyBalius JeKap Ha ChOTHOIIEHHETO M0J13a/PUCK.

Ilopupane n paGora ¢ MAIIHHH
He ce u3MCKBaT CrieluanHu rnpeanasHu MepKu.




Bazna nndopMaiusi 0THOCHO Hsikou oT cheraskuTe Ha IToanneiin 80 mg/g neueben
JAaK 32 HOKTH

[Tonuueiin 80 mg/g neuebeH aK 3a HOKTH ChIbPiKa LETOCTEapHIIOB alkoXoJl. Tosa moxe
Ja TNPUYMHM JIOKAJIHW KOXKHM PeaKiHH, KaTto Hamp. 3auepssiBaHe W/MnKM  napexe
(Bb3ManuTeNIeH KOHTAKTEH JIEPMaTHT).

3. KAK JIA U3IOJI3BATE MMOJIMHEMJI 80 mg/g JEYUEBEH JIAK 3A HOKTH

Bunaru npunaraiite [lonuneiin 80 mg/g neueben nak 3a HOKTH TOYHO CrOpea
WHCTPYKLIMUTE B Ta3W JIMCTOBKA. AKO HE CTE CHIypHM B HELUO, KOHCYNITHpaiTe ce ¢
Bawus nekap i papmauesT.

Ako He e npeanucano apyro ot Baumms nekap Ioaunneitn 80 mg/g neyeben nak 3a HOKTH,
ce mpusiara KaTo ThHBK CJ0H BBPXY WH(peKTHpaHus HOKbT/HOKTH. HokTHTe TpsibBa j1a ca
4UCTH U CyXH. JIedeGHMAT JIaK 3a HOKTH C€ HaHACs BbPXY LiA/1aTa NOBBbPXHOCT HA HOKBLTS
M 5 mm OT oKoiHAaTa KoxHa moebpxHOCT. [Tonuueiin 80 mg/g neueben jak 3a HOKTH
TpsiGBa a ce HaHece ChIIO U M0/, CBOOOAHMS PbO HA HOKBTS.

Ocrasete [Tomuueiin 80 mg/g neueGeH ak 3a HOKTH 1a M3ChXHE 3a 0K0JI0 30 CeKyHH.

HokbTsT/HOKTHTE He TpsAGBa Ja ce MMAT Haii-manko 6 uaca, nopaau KOeTo ce
nperiopbuBa npuiaranero Ha [lonuneitn 80 mg/g neuebeH saKk 3a HOKTH BEYEp Mpeau
nsrane. Caejl ToBa BpeMe ca Mo3BOJIEHH HOPMaJIHK XMIMEHHH NPOLIEYPH.

He e HeoOXOAMMO M3MOJ3BAHETO HA KAaKBBTO M Jia € pa3TBop Wiu abpasus (Hamp.
nunnuka) 3a npemaxsane Ha [Monuneiin 80 mg/g neueGen sak 3a HOKTH. JlocTaThbuHO € 1a
W3MHMeTe HOKTUTE ¢ Boja. B ciyuaii na HeBosiHo u3muBane Ha [lonuueiin 80 mg/g, Toi
MOJKE Jla ce HaHece O0THOBO. [IpermopbuBa ce pPeOBHO OTCTpaHsBaHEe Ha paspylueHara
yacT Ha MHPEKTUPAHHUs HOKBT Upe3 U3ps3BaHe ¢ HOXKMLIA MK €HOTIOCOYHA MTiJa.

Jleuenuero TpaGBa Ja MPOABIKK JI0 M3ue3BaHe Ha npobiema, KOETo 03HauaBa J0KaTo
HOKBTSA/HOKTHTE C€ M3YMUCTAT M OTHOBO MOpacHe 3/1paB HOKLT/HOKTH. OOMKHOBEHO MbJIHO
u3ieKyBaHe Ha HOKTWTE HA pblETe ce NocThra 3a OKolo 6 mecela, a Ha HOKTHTE Ha
Kpakata 3a okosno 9 10 12 meceua.

AKO eMH HOKBT Ha pblETe WIIM Ha KpakaTa € IIMPOKO 3acerHar Wik ca 3acerHaru
HAKOJKO HOKTH, MOXeE Ja ce OOCHIM MPUIaraHeTo Ha JOMbIHHUTEIHO JICYEHHE Mpe3
ycrara. MoJisi KOHCy ITHpaiiTe ce ¢ Bawusi ekap B Te3H cirydau.

Ako umarte Brieuatienue, ue edexrbt Ha [Moauneitn 80 mg/g neueben naKk 3a HOKTH €
TBBPJIE CHIIGH MK TBBPAE ci1ab, nockeeTraiite ce ¢ Bauus jekap win GapmaresT.

AKO cTe M3M0J3Bajan nopeye or HeoOxoaumara jo3a IMoauueiin 80 mg/g neueben
JIAK 32 HOKTH
Hsama cboOLeHuns 3a npeao3upaHe 10 TO3M MOMEHT.




Ako cte nponycnanan aa usnoassare Ionuneiin 80 mg/g neueben nak 3a HOKTH

He npunaraiite JBoiiHa /103a, 3a 1a komneHcupare 3a0pasenara. [IpoabikeTe JeueHneTo
kakto By e npenopbuan BamusT jekap ¥ KakTo € 00iCHeHO B TOUKa 3 OT Ta3u JMCTOBKA
(Kak na wmsnonssare Ilonuneiin 80 mg/g neueGeH nak 3a HOKTH). B cnyuaii, ue He
npunarare je4eOHUs JaK 32 HOKTH HAKOJIKO JIHH, B3MOXKHO € e(peKTUBHOCTTA My Ja ce
HaMaJlH.

Axo cre cnpesan ynorpebara na Iosmneiin 80 mg/g aeueben JaK 3a HOKTH

Ako cmpere neuennero ¢ [lonumeitn 80 mg/g neueben nak 3a HOKTH Npeau
HOKDBTS/HOKTHTE /1 €A YMCTH (Bb3CTAHOBEHM) WIIH MOYTH YHCTH, Bb3MOXKHO € rbOrUKuTe
@ He ca yHuIokeHu. B To3u ciyuaii cbeTosiHueTo Ha BaunuTe HOKTH MOXE /1a C€ BIIOLUH
OTHOBO.

AKO MMaTe HAKAKBH JOMBJIHUTEIHH BBIIPOCH, CBBP3aHH ¢ ynoTpebara Ha TO3H MPOAYKT,
MoJist nonuTaiite Bawus nexap win papmauesT.

4. Bb3MOXHHU HEXKEJIAHU PEAKIIUH

Kakro Bcuuku nekapctsa, [Tomumueitn 80 mg/g sieueben sak 3a HOKTH MOXeE Ja
NpeAn3BHKA HeXKEJaH! PeakLMu, BLIIPEKH Ye He BCEKHM I'M noJiy4asa.

JlokjaiBaHu ca CleHUTE HeXKeJIaHH peakLnH no YecTora:

Muoro uectu: 3acarar noseue ot | or 10 nauueHTy.

Yecru: 3acarar 1 1o 10 va 100 naumenTy.

Heuectu: 3acarar 1 o 10 na 1 000 nauueHTH.

Penku: 3acsarar 1 go 10 na 10 000 nauueHTH.

MHoro pejiku: 3acsrat no-manko ot 1 nauuent na 10 000.

C Hen3BecTHa yecToTa (OT HANMMUHKTE JAHHU He MOXKe Ja Ob/ie HanpaBeHa OLEHKA).

O61y HapyleHus 1 eeKTH Ha MIACTOTO Ha NMPUIIOKEHHE!
MHOro peaKu:

Ha MsAcTOTO Ha MpUJIOKEHHUE: 3auepBsBaHe, JIIOLIEHE, NapeHe 1 CbpOexK.
CoGIIEHNTE HeXKEIaHH PEaKLMi ca ¢ yMepeHa HHTEH3MBHOCT 1 ca Obp30npexoIHu.

AKO HSIKOS OT HEXKENaHWTE NIeKapCTBEHHM peakiMd CTaHe cepuo3Ha, uiu 3abenexure
JAPYTH, HEOMMCAHW B Ta3H JIMCTOBKA HEIKEJAHN peakuuu, MoJis yBeJomere Bauiusa nexkap
uiu apMaLeBT.

5. KAK JIA CbXPAHSIBATE NOJIMHENJI 80 mg/g JEYEBEH JIAK 3A
HOKTH

CobxpaHsiBaiiTe Ha MACTO, HEJIOCTBITHO 3a JIela.
He wanonzgaiite [Tonuneitn 80 mg/g neyeGen nak 3a HOKTH Clie/l CpOKa Ha rOAHOCT,

orGens3an BbpXy KapTOHeHaTa KyTHsi W OyThikara.
Cuxpanssaiite GyTHikaTa B KapTOHEHaTa KyTHs, 3a Jia ¢ Mpe/rnasy oT CBETIHHA.




CuxpausiBaiite GyTHiIKaTa [IBTHO 3aTBOpEHa, 3a Ja ce M30erHe usnapssaHe Ha
ChIbPIKAHHUETO.

Jla He ce 3ampa3ssBa.

Tosu npoaykT e 3ananum. Jla ce cbxpanssa jajneyd OT 3arpsaBaHe W OTKPHT MIaMBK.

Criejt TbpBO OTBapsHe Ha GyTHIIKATa: JIa ce ChXPaHsBa MAKCHMYM 6 Mecela.

[Tpu Temneparypa noj 15°C neueGHUAT NaK 3a HOKTH 0Opa3syBa reji; Bb3MOKHO € Ja ce
obpasyBa cBeT/ia yTaiika Ha JbHOTO Ha OyTHiIKaTa WM /ia Ce MOABAT CBETJIM I1/1aBally
yactuum. [pu BbpTennBo pazdbpkpaHe Ha OyTnikata MEK1y ABETE pbLE 33 OKOJIO 1
MHHYTa, Te Ce pa3TBapsaT M pasTBOPBLT OTHOBO ce u3bucrps. Tosa He Bause Ha
KauecTBOTO M e(huKacHOCTTA HA NMPOYKTa.

Ipeau ynotpeba rnorjiesHere AbHOTO Ha OyTHiKaTa, 3a 1a €€ YBEpHUTE, Y€ pasTBOPDLT €
ouctop.

Jlekapctpata He TpsGBa Ja ce WM3XBBPJAT B KaHAIM3ALMATA WIM B KOHTelHepa 3a
noMatinn ornaabiy. [onuraiite Bawms dapmauesT Kak Ja yHULIOKUTE HEHY)KHUTE Bu
nexapcTa. Te3u MepKH Liie COMOTHAT 3a OTa3BaHe Ha OKOJIHATA Cpejia.

6. JOIN'BJHUTEJIHA WHO®OPMAILUS

Kakso cbabpka [Hoanneiin 80 mg/g neueben nak 3a HOKTH

AKTMBHOTO BEILLECTBO € LuKionupoke. Eann rpam neueGeH sak 3a HOKTH Chabpika 80
mg LUMKIIOTUPOKC.

Jlpyrute CbCTaBKM Ca: eTWialeTaT, eTaHojl (96%) uerocTreapuIoB  AJIKOXOJI,
XUIPOKCHITPOTNII-XUTO3aH U MPEUUCTEeHa BoA.

Kax wiraexna Ioauneiin 80 mg/g neueben JaKk 3a HOKTH H KaKBO CbhAbpiKa
ONMAaKOBKATA

IMonuueiin 80 mg/g neueben nak 3a HOKTH e GUCTDP, Ge3useTeH 0 ciabo KbATEHHKAB
pasTBOp, J0CTABEH B MPO3pauHa CThKiIeHa GyTHiIKA ¢ Kanauka Ha BUHT W MOAXOAslua
yeTKa.

Pa3mep Ha ONaKOBKHTE
3,3 ml u 6,6 ml

He BCHUKM BHOBE OMAKOBKH Morar ja O'bat mycHaTH B npojaxoa.

[IpuTexkaTes HA pa3pelieHHeTo 3a ynorpeda
Polichem SA

50, Val Fleuri, 1526 Luxembourg

Ten.: +352-26864924

dakc: +352-26864925

E-Mail: info@polichem.com

JliokcemOypr




IponssoauTen
Alfa Wassermann S.p.A.
Via Enrico Fermi n® 1, 65020 Alanno (PE)

Uranus

Doppel Farmaceutici S.r.1.
Via Martiri delle Foibe, |
29016 Cortemaggiore
Uranus

3a 10onbJIHUTEIHA MH(bOpMaLlMﬂ OTHOCHO TOBA JIEKAPCTBO, MOJISI CBBPIKETE CC C JIOKaJIHUA
npejacraBuTesl Ha npuTexarens Ha paspeleHUeTo 3a yn0Tpe6a:

LICL1 ®apmaciotukbi Jita — bbvarapus EOO/1

Bya. ,Acen Mopaatos™ 10

1592 Codwms, brarapus

ten: 2 975 13 95, dhax: 2 971 57 45, e-mail: office@csc-bg.com

ToBa JeKapcTBO € paspemieHo 3a ynorpeba B CJIeIHHTE ALPKABH “LICHKH Ha
EBponeiickoTo HKOHOMHYECKO NPOCTPAHCTBO MO/ CJIEAHHTE HMEeHa:

ABcTpHa: Kitonail® 80 mg/g wirkstoffhaltiger Nagellack
bwarapus: Polinail®

Yexus: Polinail®

Ddpanums: ONYTEC ® 80 mg/g, vernis a ongles médicamenteux
["epmanus: Hauticum ® 8% wirkstoffhaltiger Nagellack

[Mbpums: Kitonail”

YHrapus: Kitonail™

Wranus: Niogermox “ 80 mg/g smalto medicato per unghie
[Moswa: Polinail®

[Topryranus: Niogermos"

PymbHMA: Kitonail®

Hcnanus: ONY-TEC ® 80 mg/g barniz de ucas medicamentoso
CnoBakus: Polinail®

[Mocneanara peAakius Ha Ta3n JHCTOBKA € yTBbp/CHA Sluyapwm, 2012 r.




