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JIncToBka: HHpOpManus 3a H0TpebuTENH

Ioanneia 80 mg/g neuebeH JaK 32 HOKTH
Polinail 80 mg/g medicated nail lacquer
uxnonupoxc (Ciclopirox)
3a ymotpeba Haj 18 roauIiIHa Bb3pacT

IIpoyerere BHMMATE/IHO NAIATA JHCTOBKA, NpelH Ja 3aMo4HeTe [Ja MNpHeMaTe TOBA

JIEKAPCTRO, Thil KAaTO TH CHIbPAA BajkHA 3a Bac uadopmanus.

BuHArH H3MON3BaliTe TOBA JIEKAPCTBO, TOYHO KAKTO € ONMCAHO B Ta3H JIMCTOBKA HIH KakTo Bu e

xazan Bawms nexap unm GapManesT.

- 3anazere Ta3u JucroBKa. Moke Ia ce Hanoxu Ja A MPOYETETE OTHOBO.

- AKO ce HyxkJaeTe OT [JONBJHHTENHa WH(OPMALMsS WIH CHBET, TMOMHTaiTe Baiusa
(hapmaLeBT.

- AKO NMONyYHTe HAKAKBH HEXKEIaHM JeKApCTBEHHW PEaKUMy, yBeJoMeTe Baiuus nexkap WiH
thapmauerT. ToRa BKJIIOYBA U BCUUKH RH3MOXKHU HEKENAHM pEaKidd, HEOTIHCAHH B Ta3H
nucToBKa. Buxre TOuKa 4.

- Veenomere Baiuus nekap ako CHMITOMHTE Ce BJIOIIAT HIH He ce Mojo6pAT cnen 6 mecena
3a HOKTHTE Ha PhIeTe W | roiHa 3a HOKTHTE HA KpaKaTa.

Kakpo cbAbpika Ta3H JHCTOBKA:
1 Kaxkpo npenctasiapa [lonunein 80 mg/g neuebeH ak 3a HOKTH H 3a KaKBO C€ M3I0/13Ba

2. KaxBo Tpa0Ba na 3Haere, npenu aa wsnonssare [lonuunedn 80 mg/g neweben nak 3a
HOKTH

Kak na usnmomzeate [Tonunein 80 mg/g neuebeH mak 3a HOKTH

BB3MOKHE HeXenaHH peakuuH

Kax na cexpanssare [lomneiin 80 mg/g neueben nak 3a HOKTH

CoappsxaHue Ha ONAKOBKATA M JOTTBIIHUTEITHA HHGbOPMALIHA

O Ln =l

1. Kakpo npeacrapnasa [lonuueiin 80 mg/g nedeGen JaK 3a HOKTH H 32 KaKBO ce€
H3I0/13BA

[onuueiin B0 mg/g nevebGen ak 32 HOKTH € LIMPOKO IPHJAraHo NPOTHBOMEOMYHO CPEICTBO
(aHTHMHKOTHYEH NMPOIYKT ¢ IOHPOK CIEKThp Ha [ACHCTBHE) 3a JIOKANHO TPHIOKEHHE BbPXY
HOKTHTE Ha PBLETE, HOKTHTE HA KpaKaTa H KoxkaTa, KOATO € B HEMOCpeACTBEHA OJIH30CT.

[lpunara ce 3a jeyeHde Ha JIGKM A0 yMepeHO HW3pa3zeHu rbOMYHM UHGEKIHM Ha HOKTHTE

(OHMXOMHMKO03Q), IPHYHHEHH OT (PHIAMEHTO3HM rbOM H/HIM APYIH I'bOH, KOHWTO MOJNENKAT Ha
JEYCHHE C HUKIJIOIMAPOKC.

AKTHBHOTO BELIECTBO LIMKIOMHPOKC IIPENOTBpPATABA PACTEXa Ha FbOHMYKH M I'M YHHIIOXKAaBA.
BeneacTeHe Ha TOBa BBHIIHHAT BHJ HA HOKTHTE ¢e omobpsea.
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2. Kakso TpuafBa aa 3Haere mpead aa usnogassate IHoanneiin 80 mg/g meveben jgak 3a
HOKTH

He m3nonseaiite Monuneiin 80 mg/g nedeGen 1ak 3a HOKTH

- @KO CTe aJepPrHYHH KbM AKTUBHOTO BELIECTBO MM KBM HSKOS OT OCTAHANMTE ChCTABKH TOBA
NlekapcTBo (u30poeny B TOUKA 6).

NpH Jelia | FOHONHM noj 18 rouiliHa Bh3pacT TMOPajH JIMICA Ha JOCTATBYEH OMHT 3a Ta3u
BB3pacTOBA TPyMa.

IpenynpexaeHus H NpeJna3sHH MepKH

['oBopere ¢ Bamms nexap uinn dapmauest, npeau Aa uanonzparte [lonuueiin 80 mg/g neueben
NaK 3a HOKTH.

B crny4aii Ha MPOSIBH Ha CBPbX4YYBCTBHTENHOCT, MOJIS CIIPETE JE€4EHHETO H CE KOHCYIITHpaiTe ¢
Bamus nekap.

Kakto mpW BCHYKH BWAOBE NOKANMHO JeUYeHHE HA OHMXOMMKO3H, B Cly4auTe IIPH KOWTO ca
3aCETHATH TIOReYe HOKTH (>3 HOKBTH); HIIM II0BEYe OT TOJOBMHATA OT HOKBLTHATA TINIOYKA €
npoMeHeHa WM € aHTaKWpaHAa MATPHLATA HA HOKBTA TpPH HATHYHEe Ha [Ipeapasnojiaramiiy
dakTopn, kaTo AuMaber W HapylIeHHS Ha MMyHHATa CHCTeMa, € HeoOXoaMMo Na oOCHIMTE C
Barmus nekap NpUiIaraHeTo Ha JOMBIHHUTENHO JeYeHHe Mpe3 ycTara.

Ako cTe AuabeTHk, MONA BHUMaBaHTe, KOraTo CH M3pA3BATE HOKTHUTE.

M30sareaiiTe KOHTAKT C OYHTE M JIMTABHLHTE.

[Monuneitn 80 mg/g nevebeH nak 3a HOKTH € caMO 3a BBHINHA yroTpeba.

He u3nonspakite nak 3a HOKTH MIH APYTH KO3METHYHH MPOAYKTH 32 HOKTH BBPXY JIEKYBaHHTE
HOKTH.

AKO uMaTe aHaMHe3a 3a JAuader, UMyHHH 3abonsBaHus, nepHdepHH CbAOBU 3abONABaHUS
(mpodnemMM ¢ 3amyluBaHe HA apTEPUMTE), YBPeIeHH, GOJIE3HEHH MITH CEPHO3HO YBpEIeHH HOKTH,
CbCTOSIHMA HA KOXKATa Karo [ICOPMAa3Hc HIH CHHIPOM Ha JXBATHS HOKbT (CHCTOSHHE,
[pHYMHABAINO yIeOensBaHe M KBJTO OIBETABAHE HA HOKTHTE, XPOHMYHO MOIYBaHE Ha
KpalHHIWTE ¥ XPOHWYHH PECITHPATOPHU 3a00NgBaHKA), IOThPCETE ChBeT OT Balws gekap npein
na 3anovyHere nedenne ¢ [omuneitn 80 mg/g neyeGeH Jlak 3a HOKTH.

Jena H OHOIIH
IMonuueiin 80 mg/g meyebeH 7nak 3a HOKTM € NPOTHBOINOKA3aH MPH J€la H IOHOLIM 0[]

18 rogumnHa BB3pacT (BK. Touka 2 KakBo Tpsabsa jaa 3HaeTe, mpeau na uinomnssarte [loauunein 80
mg/g nedebeH Nak 3a HOKTH).

Jdpyru aexaperBa B [lonuneiia 80 mg/g neveben Jak 3a HOKTH
Huadopmupaiite Bamms nekap uinm dapmauest, ako IOpHeMare, HaCKOpPO CTe NPHEMATH APYTH
TeKapcTBa HIH € Bb3MOXKHO Ja MpHeMare JIpyTH JIeKapcTRa.

BpemMeHHOCT H KbpMeHe

AkO cTe OpeMeHHa WJIH KBPMHTE, CcMsTaTe ue MOXKe Oa cre OpeMeHHa WITH TNIaHMpare
6GpeMeHHOCT, ToCEReTRalTe ce ¢ Bammrnis nekapu wiu dapmarnesrt.

Bpemennoct
Jleyenueto ¢ [Nomuuein 80 mg/g neyeben mak 3a HOKTH MOXE Ja ce NTpHJIara caMo B CllydYad Ha

cIelta HeOﬁXOI[HMOCT OT JICHEHHUCTO W CcIeJl BHUMATEIHA MpEleHKa OT JEKyBallluda JEKap Ha
CHOTHOIICHHETO TON3a/PHCK.

Kbvpmene
HsimMa jaHHu Jany UMKIONMPOKC IPEMHHABA B MAlUHHOTO MIISKO.




AKo umare prieuatTienue, Ue edekteT Ha TTonuuein 80 mg/g neueben Jak 3a HOKTH € TBbPAE
CHJIEH WK TBBp/E cial, mockReTRalTe ce ¢ Bawius siexap WiH GapMaleBT.

AKO €Te H3N0J3BaJd Nosede oT HeobGxoaumara no3a Ioaumeiin 80 mg/g neveben Jak 3a
HOKTH
Hocera He ca cr001IaBaHH Cy4aH Ha PeO3UpPaHE.

Axo cTe nponycHaau Aa u3noaseate [onuneiin 80 mg/g neyeben 1ak 3a HOKTH

He npunaralite nBolHa /1033, 3a Ja KomneHcupaTe 3abpasedara. [IpojbinkeTe IEUEHHETO KAKTO
Bu e nmpenopbuan Bammar sexap H KakTo e o0sicHeHO B Todka 3 oT Ta3u JmcToRKa (Kak na
usnonssare ITonunein 80 mg/g neyeGen nak 3a HoktH). B ciyuaii, ye He mpunarate neuebHuUs
JIaK 33 HOKTH HSKOJIKO JHH, BE3MOXKHO € e()eKTHRHOCTTA MY J1a Ce HaMaJlH.

Ako cte cnpenn ynorpebarta Ha [loauneiin 80 mg/g neyeben aak 3a HOKTH

Axo cripete nedenrero ¢ [onunedin 80 mg/g nevyebeH J1ak 3a HOKTH NIped HOKBTS/HOKTUTE 1a ca
YUCTH (BB3CTAHOREHH) WITH MOYTH YHCTH, BE3MOKHO € MbOUYKHTE [la He ca YHUIIOKEHNH. B To3u
cryvaii ChCTOSIHHETO Ha BallliTe HOKTH MOXe /a Ce BJIOIIHA OTHOBO.

AKO MMaTe HAKaKBH JOIBJIHHTEIHH BBOPOCH, CBBP3aHH C yrnoTpe0aTa Ha TO3M MPOLYKT, MOJS
nondTafiTe Barus nexap Hin (papManesr.

4. DBB3MOKHM HexKe/laHH PeaKUHH

KakTo BCHYKH JieKapcTBa, TOBA JIEKAPCTBO MOKE J1a TIPEIM3BHKA HEXEIaHH PEaKiHH, BbIPEKH de
He BCEKH 'l MOJTyyaBa.

Muoro peaku (zacsarat no-manko oT | Ha 10 000 naoueHTH):
s 3auepBsBaHE HA MACTOTO HA MPHIOKEHHUE, MOILEHE, TAPEHE H ChPOeK.

C HeW3BeCTHA 4€CTOTa (OT HaJIM4YHHTE JaHHH HE MOXKE Ja 6’5,1'{6 HampaBEHa OHGHKa)Z
L] OﬁpHB, €K3E€Ma, aJICPTHYCH JICPMATHT, ChINO W H3BBH MACTOTO Ha MPHIIOKEHHE.

e (IIpexopna) mpoMsHa B [[BETa HA HOKTHTE (Ta3H peakuus Moxe ga Oble NpUnMcaHa U Ha
caMara bonecT Ha re0OUYKH 10 HOKTHTE).

CrobmiennTe HeKeNaHH PEaklMH ¢a ¢ yMepPEHa HHTEH3UBHOCT H GbP30TPEXOIHH.

Crobimaeade Ha HeXXeJIaHH PeakHH
AxO monyuuTe HSAKAKBH HEKENAHH JeKapCTBEHH peakluM, yBegoMere Bawus nexap HiH
(apmauesT. ToBa BKIHOYBA BCHYKH Bb3MOXHH, HEOMTMCAHH B Ta3M JIMCTOBKA HEXENAHHU PEAKLMM.

MO)KETG CbUIO Jaa C'bOﬁLLLl/lTe HEXEJIaHHu peaKu AWPEKTHO 4Ype3 HaluOHallHaTa CHUCTEeMa 3a
chobImasane:

H3nBIHATETHA areHIEs o JeKapcTBaTa

yn. ,,Jlamss I'pyes” Ne 8, 1303 Codwms, Ten.: +359 2 8903417
yeOcaiT: www.bda.bg.

Karo cboOwaBare HexenaHu peaklud, MOXeETe Ja JafieTe CBOS MPHHOC 3a NOJy4asBaHe Ha
noseye HHGOPMALKA OTHOCHO 0£30MaCHOCTTA HA TOBA JIEKAPCTRO.




5. Kak ga coxpausiate ITonnneiia 80 mg/g jieuebeH Nak 3a HOKTH
Jla ce chxpaHABa Ha MSCTO, HEAOCTBIHO 32 Jela.

He u3non3gaiiTe TOBA J1€KAPCTBO ClIGA CPOKA HA FOIHOCT, OTOEIIA3aH BEPXY KapTOHEeHaTa KyTHA U
oytunkata. CpoxbT Ha FOMHOCT OTroBaps Ha IOCHEAHAS JEH OT NOCOYEHHS MeceLl.
CobxpaHgBaiiTe OyTU/IKaTa B KAPTOHEHATA KyTHH, 3a J]a Ce Npe/na3d oT CBETIMHA.

CoxpansBaiiTe OyTHIKaTa IUTbTHO 3aTBOpEHa, 3a Aa ce W30erHe H3napsBaHe Ha ChbPKaHHETO.
Jla He ce 3aMpa3zsBa.

Tozu npoaykT e zananum. [la ce ChXpaHsiBa aned OT 3arpsSBaHe W OTKPHT MIaMbK.

Hsnomssaiite 10 6 Mecela ciiejl MbPBOTO OTBAPSHE HAa Oy THIKATA.

Tpu Temneparypa noa 15°C neueGHHAT Jak 3a HokTH 0Gpa3yRa rell; Bh3MOXKHO € Jla ce 00pasysa
cBeTsIa yTaiika Ha ABHOTO Ha OyTHIKATa MM 1a Ce TOSBAT CBETNM TiaBally 4acTuud. IIpw
BEPTENHBO pa3bbpKRaHe Ha OyTU/IKAaTa MEXTY JBETE PhIIE 3a OKOJIO 1| MHHYTA, T€ Ce pa3TBapsiT U
pa3TBOPBET OTHOBO ce U30HCTpsA. ToBa He BIHMAE HA KA4ECTBOTO M e()MKACHOCTTA Ha MPOAYKTA.
TIpeau ynotpeba nornegHeTe ABHOTO Ha OyTHIKATa, 3a 1a C€ YBEPHTE, Y€ PasTBOPBT € OTHOBO
OUCTBD (Npo3payeH).

He wusxsppasiite nexapcTBaTa B KaHaIM3alHATa HJIM B KOHTeHHepa 3a JOMALIHH OTHATbIIM.
[Nonutaiite Bammsa ¢apMaleBT Kak Ja H3XBbPIATE NeKapcTBaTa, KOMTO BE4€ HE M3ION3BATE.
Te3n MepkH 11e CIOMOTHAT 3a ONas3BaHe Ha OKOJIHATA Cpeja.

6. Cbabp:kaHMe HA ONAKOBKATA H AONLJHATEIHA HHpOpMALMA

Kakeo cbabpaxa Ioaaneiin 80 mg/g feyeben nak 3a HOKTH
- AKTHBHOTO BeINECTBO €: IUKJIoNHpokc. EnuH rpaM nevebed Jak 3a HOKTH chabpxka 80 mg
[MKJIOMAPOKC.

- Jlpyrute cbcTaBKM ca:  eTWjauerat, eraHod (96%) uerocTeapuioB  aukoxol,
XUOPOKCHIIPOIMHI-XHUTO3aH H MPEYHCTCHA BO/1A.

Kak mrnexaa [Honnneiin 80 mg/g nevebeH 1aKk 32 HOKTH M KAKRO ChIBPiKA ONAKOBKATA
Jleueben nak 3a HOKTH

Monune#in 80 mg/g neyebeH nak 3a HOKTH e OucThp, Oe3lBeTeH [0 cnabo KBITEHHKAB PasTBOP,
ONaKOBaH B Mpo3payHa cThKAeHa OyTH/KA ¢ Karnayka Ha BUHT C 4ETKa.

Konuuectso B equa onmakoska: 3,3 ml u 6,6 ml
He Bcuuky BUIOBE OMaKOBKY MOrat 1a ObAaT nycHaTH B mpogaxoa.
[purexaTen Ha pa3pelieHHeTO 32 ynoTpe6a

Polichem SA

50, Val Fleuri, 1526 Luxembourg
Ten.: +352-26864924

@akc: +352-26864925

umeiin: info@polichem.com
JIrokcembypr




IIpon3BognTenn

Almirall Hermal GmbH
Scholtzstrape, 3

21465 Reinbek
I'epmanusa

Alfasigma S.p.A.
Via Enrico Fermi, 1
65020 Alanno (PE)
Hranusa

Doppel Farmaceutici S.r.l.
Via Martiri delle Foibe, 1
29016 Cortemaggiore
Hranus

3a JAOI'BJIHUTEJIHA uucbopmauuﬂ OTHOCHO TOBa JICKAPCTBO, MOJA CBEBEPXKETE CE€ C JIOKAJIHHA
TpeNCTaBUTEN Ha TIPUTEXATENs Ha pa3pelleHreTo 3a ynotpeba:

Anmxeminy ®apma boarapus EOO/]
Byn. ,,Acen Hopnasos” 10

Codusl 592, Bbarapus

tem: 02 97513 95

taxc: 02 971 57 45

ToBa JeKapcTBO € pa3pelleHo 3a ynorpefa B cieJHUTE AbPKABH WieHKH HA EBponefickoTo
HKOHOMHYECKO NPOCTPAHCTBO IOJ CJCAHHTE HMEHA:

ABcTpus: Kitonail® 80 mg/g wirkstoffhaltiger Nagellack
Bbarapus: Polinail®

Yexus: Polinail®™

®paHuus: ONYTEC ® 80 mg/g, vernis a ongles médicamenteux
lepmanus: Hauticum ® 8% wirkstofthaltiger Nagellack

Iepuus: Kitonail®

Yurapus: Kitonail®

Hranus: Niogermox ® 80 mg/g smalto medicato per unghie
[Moumma: Polinail®

Tlopryranus: Niogermos®

PymeHus: Kitonail®

HWcnanus: ONY-TEC ® 80 mg/g barniz de ucas medicamentoso
Croakus: Polinail®

JaTa Ha mocJieTHO Mpepa3riexIane Ha JucToBkata 10/2019,




