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JIncroBka: nudopmauus 3a norpedurens

IHonnueiin 80 mg/g neueden Nak 32 HOKTH
Polinail 80 mg/g medicated nail lacquer
LHKIONHPOKC (ciclopirox)
3a ynorpeba Haja 18 roauiHa Bb3pacT

IlpoyereTe BHHMAaTe/JHO NAJAATA JHCTOBKA, MNpeIH /Ja 3amovHeTe Ja NpHemaTe TOBa

JIEKApPCTBO, Thil KaTO TH ChABLPkKA BaxkHa 3a Bac undgopmanus.

BuHaru usnonssaiite ToBa JieKapcTBO, TOYHO KAKTO € ONMCAHO B Ta3W JIHCTOBKA UM KakTo Bu e

ka3an Bawms nexap unu dapmauest.

B 3ana3ere Ta3u MHCTOBKA. MOXe J1a ce HallOXKH Ja sl MPOYETETe OTHOBO.

- AKO ce HyXK[aeTe OT JOMbJIHUTENHA WH(OPMAlMs WIM CbBeT, nonuraiite Bawmus
(apmauesT.

- AKO MoJly4uTe HSKaKBH HeXeNaHW JIeKapCTBEHH peakliuH, yBefoMeTe Bauus nexap uau
(dapmauest. ToBa BKIFOYBA H BCHYKH Bb3MOXKHH HEXENAHH PEaKlWH, HEONHCAHH B Ta3H
nucroBka. Buxre Touka 4.

- Veenomere Baluug nexap ako CHMIITOMMTE Ce BJIOLLIAT WK He ce nofodpaT cien 6 Mecela
33 HOKTHTE Ha PBLETE H | roJuHa 3a HOKTUTE Ha Kpakara.

KakBo chbabpia Ta3H JHCTOBKA:

1 Kakso npexacrasnsa [lonnneiin 80 mg/g neyeben nak 3a HOKTH H 33 KaKBO Ce H3M0J13Ba
2 KaxkBo TpsdBa na 3uaete, npeau aa u3nonseate [lonuneiin 80 mg/g neweben nak 3a
HOKTH

Kak na usnonssare [Tonuneiin 80 mg/g neueben nak 3a HOKTH

Bb3MOXKHH HEXeNlaHH peakiuu

Kak na cbxpaunsare [lonnneiin 80 mg/g neueben nax 3a HOKTH

ChbabpikaHie Ha OMAKOBKATa M JI0MBJAHHTENHA HH(pOpMALHS

O n et

1. Kaxkso npeacrasassa Ilosmueiin 80 mg/g nedeGen Jak 3a HOKTH H 33 KaKBO ce
H3M0J13Ba

[Tomneiin 80 mg/g neuebGen sak 3a HOKTH € LUMPOKO TIPHJIaraHo MPOTHBOrbOMYHO CPEACTBO
(aHTHMHMKOTHYEH TPOAYKT C IUMPOK CHNEKTbp Ha JAeiicTBME) 3a JIOKAJIHO NPHIOKEHHE BbpXY
HOKTHTE Ha PBLETE, HOKTUTE HAa KpaKaTa M KOXKara, KOsITO € B HermocpeAcTBeHa 01M30CT.

[lpunara ce 3a jeyeHHWe Ha JIeKH 0 yMEpeHO W3pa3eHH TbOMYHH MHQEKUHH Ha HOKTHTE
(OHMXOMHKO3a), MPUYHHEHH OT (PUIaMEHTO3HH rbOM W/MIM ApYrH TbOH, KOHTO MOANEKAT HA
JIeYEeHHE ¢ LIHKIOMHPOKC.

AKTHBHOTO BELIECTBO HHKJIOMMHPOKC NpeaoTBparsaBa pacTeXxa Ha rbOHYKH MU TH YHHULOXKAaBa.
BcneacTeue Ha TOBa BbHILHHUAT BHJ HA HOKTHTE C€ no,uoﬁpsma.




2. Kakso TpsdBa na 3naere npean ga usnonassare [Tosmmueiin 80 mg/g neueGen sak 3a
HOKTH

He uznonsaiite Ionnneiin 80 mg/g neueben nak 3a HOKTH

- @Ko CTe anepruyHy KbM aKTHBHOTO BELUIECTBO WJIW KbM HAKOS OT OCTaHAIIHTE ChCTABKH TOBa
nexapcTBo (M30poeHn B TOuKa 6).

- NpH Jeua M IOHOWH noj 18 roaMuiHa Bb3pacT MOpajH JIMNca Ha JOCTAThb4eH OMHT 3a Ta3u
Bb3pacToBa rpyna.

IlpeaynpesxaeHHs: H NpeANa3sHA MEPKH

l'oBopere ¢ Bawus nexkap uau dapmauest, npean na wsnonssare INonuneiin 80 mg/g neueben
JIaK 32 HOKTH.

B cnyuaii Ha nposiBM Ha CBPBXYYBCTBHTEHOCT, MOJIs CIIpeTe JICYEHHETO U ¢ KOHCYATHpaiiTe ¢
Bauuus nekap.

Kakro npu BCHUKHM BHIOBE NIOKAlHO JieYeHWEe HA OHMXOMHKO3M, B CIy4YauTe NpH KOWTO ca
3acerHaTH MoBedye HOKTH (>3 HOKBbTS); MM MOBeve OT MOJIOBUHATA OT HOKbLTHATA IJIOYKA €
NMPOMEHCHA HJIH € dHrakHpaHa MaTpdHuara Ha HOKBTHA TMPH HalHW4YHE Ha npenpa:snonaramn
takTopr, kKaTo AuabeT M HapylIeHHs HA MMYHHATa CHCTEMa, € HeobXoAMMO aa obchauTe ¢
Baiuus jiekap npuiaraHeTo Ha JJOMbJHHTENHO JIeYeHHEe Npe3 ycTara.

AKo cTe auabeTHK, MO BHUMaBaiiTe, KOrato cH H3ps3BaTe HOKTHTE.

M30srBaliTe KOHTAKT C OYHTE M JINTABHLIMTE.

IMonuneiin 80 mg/g nevyebeH Jiak 3a HOKTH € CaMO 3a BbHILHA yroTpeda.

He u3non3saiTe nak 3a HOKTH WJIM APYrH KO3METHYHH MPOAYKTH 32 HOKTH BbPXY JIeKyBaHUTE
HOKTH.

AKO ¥Mare aHamHe3a 3a auabeT, MMyHHM 3abonsBaHus, nepudepHH CcbAOBH 3ab0NABaHHSA
(npobnemu ¢ 3anyniBaHe HA apTepHHTE), YBpeIeHH, OONE3HEHH UM CEPHO3HO YBPENEHH HOKTH,
CbCTOSIHMS HA KOXKaTa KaTo MCOPHA3UC MM CHHAPOM HA IKBITHS HOKBT (CBHCTOSIHHME,
npUYMHABalLO yiaeOensiBaHe W IKBATO OLBETABAHE HAa HOKTHTE, XPOHHYHO MOAYBaHe Ha
KpaHHHLWTE H XPOHHYHH pecrnupaTopHu 3a00sBaHus), NOTbPCETe CbBET OT Baiuus nexap npeau
na 3anouHere jeyenue ¢ [Nonuneiin 80 mg/g neuebeH nak 3a HOKTH.

Jlena H 1OHOWIH

[Tonuneiin 80 mg/g neueben nak 3a HOKTH € NPOTHBOMNOKA3aH MMpH Jlela W HOHOWHW MoJ
18 roqmiina Be3pact (k. Touka 2 Kakso TpabBa na 3Haete, npeau aa nsnonssare [Tomuneiin 80
mg/g neyebeH nak 3a HOKTH).

Apyrn nexkaperea u Ioaunueiia 80 mg/g neveben JIak 3a HOKTH
Mudopmupaiite Bawms nekap unu (apMauesT, ako NpHeMare, HACKOPO CTe MpHEMAalH ApYrH
JIEKapCTBa WK € Bb3MOXCHO Jla IPHEMaTe ApYTrH JleKapcTBa.

bpemenHocT n Kbpmene
AKo cre OpeMeHHa MM KbpPMHTE, CMATaTe uYe MoXe Ja cTe OpeMeHHa MIH TIaHMpare
OpeMeHHOCT, nocbBeTBalTe ce ¢ Bauus nekapn niu papMaiesT.

bpemennoct
Jleuenuero ¢ Ilonuneiin 80 mg/g neyeben nak 3a HOKTH MOJKE /1A CE MpUIara camo B ClIy4an Ha
CrnewHa HeoOXOMMOCT OT JIEYEHHETO W Clie/l BHUMAaTelHa NpeleHKa OT JIeKyBallus Jekap Ha

CBOTHOILIEHHETO M0J13a/PHCK. =

Kbpmene
Hsama JAHHH Jalu LHKJIOMTUPOKC NpeMHHaBa B MalyHHOTO MIISKO.




Jleuenuero ¢ [Nonuueiin 80 mg/g neueben nak 3a HOKTH MOJKE 1a Ce MPHJara caMo B ClIy4yaH Ha
crelHa HeoOXOAHMOCT OT JIGYEHHETO W Clie]l BHUMATeNlHa MpeleHKa OT JIEKyBalllus JeKap Ha
CBOTHOLLEHHETO TTON3a/PHCK.

Hlodgupane u padoTa ¢ MAIINHA
He ce usucksar Cl€LHATHH NIPEANa3sHH MCPKH.

IMonuneiin 80 mg/g nevebeH Jak 32 HOKTH ChAbPKA HETOCTEAPHJIOB AJIKOX0J
ToBa Moke na MpUYMHM JIOKAAHM KOXHH peakuWM, KaTo Hamp. 3ayepBsiBaHe W/MIH MapeHe
(Bb3najJHTENeH KOHTAKTEH JEPMaTHT).

IMoanneiia 80 mg/g ieyeben NaK 32 HOKTH ChABLPKA AJTK0X0.J1 (€TaHO)

Tosa nekapctBo cbabpka 730 mg ankoxo (€TaHON) BbB BCEKH rpam oT pa3rBopa. Moxke na
NPHYHHH YCELlaHe 3a napeHe BbpXy HapaHeHa Koxa.

To3u npoaykr e 3ananum. J[pwkTe naney OT TOMIWHA U OTKPHT TJIaMBK.

3. Kak na usnoassate Ioanueiin 80 mg/g neyeben 1ak 3a HOKTH

Bunaru usnosssaiite ToBa JIEKAPCTBO TOYHO KAaKTO € ONMHUCAHO B Ta3H JINCTOBKA HJ/IH KaAKTO Bu e
Ka3an Bawiua nekap unu apmaueBT. AKo He CT€ CHI'YPHH B Helllo, MONHTaiiTe Baiuus nekap Him
thapmatiesT.

Hauun na npunoxenue
[Tpunoxkexue BbpXy Koxara (caMo BbPXY HOKTH H KOXKaTa, KOATO € B HENnocpeAcTBeHa G/H30CT).
[Nonuneiin 80 mg/g neveden nax 3a HOKTH € NpeaHa3HauYeH 3a ynotpeda caMo Npy Bb3pPacTHH.

[IpenopbunTenHaTa 103a ce nMpuiara KaTo ThbHBK CIOH BbpPXy HH(MEKTHPaHHA HOKBT/HOKTH.
Hokrure TpsbBa na ca uucth M cyxd. JleueGHUAT NaK 3a HOKTH CE€ HaHACA BBPXY LslaTa
MOBbLPXHOCT HA HOKBTA H 5 MM OT OKOJIHATA KOKHA noBbpxHocT. [Tosuuein 80 mg/g neyeben
JIaK 3@ HOKTH TpAOBa J1a ce HaHece CbILO M 110 CBOOOAHUA PO HA HOKBTA.

Ocrasere [Nonuueiin 80 mg/g neueben nak 3a HOKTH Ja U3ChXHe 3a 0KoI0 30 ceKyHaH.

HokbTsiT/HOKTHUTE He TpsiGBa 1a ce MMAT Haii-Manko 6 Yaca, MopaaM KOETO Ce Npenopbusa
npunaradero Ha [lonuneiin 80 mg/g neueGen nak 3a HOKTH Bewep npeau nsradHe. Cnen Tosa
BpEME €a M03BOJIEHH HOPMAJIHH XHTHEHHH MPOLENYPH.

He e HeoOX01MMO M3N0/13BaHETO HA KaKbBTO H Ja € pa3TBOp MaM abpasuB (Hamp. MUIMYKa) 3a
npemaxsaHe Ha [lonuneiin 80 mg/g neueben nak 3a HokTH. JloCTaTh4YHO € BHHUMATENHO ja
u3MHeTe HOKTHTe ¢ BoJja. Ilonsikora, mopaau HenpaBHIHO MHEHE HAa HOKTHTE, Cle/l HAKOMKO
JHEBHO JIEUYEHHE, MOXKE Jia Ce MOosBH Osn cloi BbpXy NMoBbpxHOCTTA. CTapaTeNHO W3MHBAHE C
HEYTpaJIeH canyH H, ako € HeoOXOIMMO ¢ YeTKa, Lie MOMOrHe 3a OTCTpaHsABaHe Ha TO3M cJoi. B
crnyyail Ha HeBONHO u3muBaHe Ha [lonuneitn 80 mg/g neuebGen nak 3a HOKTH, TOH MOXe Ja ce
HaHece 0THOBO. [IpenopbuBa ce pe1OBHO OTCTpaHABaHE Ha pa3pyllieHaTa yacT Ha HH(eKTHpaHHS
HOKBT 4Ype3 U3PA3BaHE C HOXKHILA.

Jleyenuero TpabGBa Na NMPOABIKM 10 OTCTPaHsBaHe Ha MpoONeMa, KOETO 03HAuyaBa J0KaTo
HOKBTSA/HOKTHTE C€ M3YHCTAT M OTHOBO MOpPACHE 3[PaB HOKBLT/HOKTH. OOMKHOBEHO ITBIHO
H3JIeKyBaHe Ha HOKTHTE Ha PbLETE ce NOCTHra 3a OKoJo 6 Mecela, a Ha HOKTHTE HA Kpakara 3a

okono 9 no 12 mecena.




AKO €1HH HOKBT Ha pPBLETE WJIH Ha Kpakara € IUMPOKO 3acCerHaT WIIM ca 3acerHaTH HAKOJIKO
HOKTH, MOXE Ja ce OGCBIIH NpUNaraHeTo Ha JONBJIHUTEJIHO JIECYEHHE MNpE3 ycCTara. Mouns
KOHCYATHpaiiTe ce ¢ Bawus nexap B Te3u ciyyau.

AKo umarte Bnevatienue, ye edekrsT Ha [loauueitn 80 mg/g neuebeH Nnak 3a HOKTH € TBbpAE
CHJIEH WM TBBpJE cnab, nockBeTBaiiTe ce ¢ Baums nekap uin ¢apmaiiesr.

AKO cTe M3M0J3BAJIH NoBeve oT HeoOxoaumarta no3a IMoauneiin 80 mg/g neueben nak 3a
HOKTH

Jocera ne ca cboOLIaBaHK Cllyyan Ha Npeao3Hpate.

AKo cTe nponycHaau aa m3noassare [losnneiin 80 mg/g neyeben nak 3a HOKTH

He npunaraiite nBoiiHa n03a, 3a 1a komneHcupare 3abpasenarta. [IpoabipkeTe Jle4eHHETO KaKTO
Bu e npenopbuan Bawmar nekap M kakto e ob0scHeHO B Touka 3 oT Ta3u nuctoBka (Kak na
usnonssare [lonuneiin 80 mg/g neyeben nak 3a HokTH). B ciyuali, ue He npunarare jne4eOHUA
JIaK 332 HOKTH HAKOJIKO JIHH, Bb3MOKHO € epeKTHBHOCTTAa MY /1a C€ HaMaJlH.

Axo cTe cnipeid ynorpedara Ha Ionuneiian 80 mg/g nevedeH Jak 3a HOKTH

Axo cnpere neyenuero ¢ [Monuneitn 80 mg/g nevebeH nak 3a HOKTH NPEeAX HOKBTA/HOKTHTE Aa ca
YHCTH (BB3CTAHOBEHH) HJIM MOYTH YHCTH, Bb3MOXKHO € IbOHYKHMTE 11a He ca YHULIoXKeHH. B To3u
ciyuaii CbCTOSIHHETO Ha Bauiure HOKTH MOXe /1a ce BIOLUH OTHOBO.

AKO MMaTe HAKaKBH JOMBIHMTENHH BBIPOCH, CBbP3aHU C yrnorpedaTa Ha TO3M NMPOAYKT, MO
nonutaiite Bamus nexap uim gpapmaliesr.

4. Bb3MOKHH HEXKeJAHH PeaAKIHA

Kakro BcHuku JIEKapCTBa, TOBA JICKAPCTBO MOXKE Ja NPEANU3BHKA HEXE/IAaHH PEAKLIHH, BLITPEKH He
HE BCEKH I'M noJy4yaBa.

Mmuoro peaku (3acsarar no-Manko ot 1 Ha 10 000 nauueHTH):
e 3auepBsABaHE Ha MACTOTO HA MPUJIOKEHHE, NIOLIEHE, MapeHe H ChpOeK.

C Hen3specTHa yecToTa (OT HANMWYHHUTE JaHHHU He MoKe 1a GbJle HanpaBeHa OLEHKa):

e OOpHB, ek3eMa, aNepruveH JepMaTHT, CbLIO H H3BbH MACTOTO Ha NMPHJIOKEHHE.

e (Ilpexonna) mpomsiHa B 1IBeTa HA HOKTHTE (Ta3H peakuus Moxke Aa ObJie NMpUNUcaHa W Ha
camara 6onect Ha rbOMYKH N0 HOKTHTE).

CroOleHHTe HEXENaHH PeakLMy ca ¢ yMepeHa HHTEH3UBHOCT H OBP30TNPEXOHH.

CrobmaBaHe HA HeKeJIAHH PeaKIHH
AKO NONy4HTE HAKAKBH HEXENaHW JIeKapCTBEHH peakuWH, yBeaomere Bawms nexkap uiau
tbapmaueBT. ToBa BKIIHOYBA BCHUKH Bb3MOMKHH, HEOMTHCAHH B Ta3H JTMCTOBKA HEXENaHH PeaKLUH.
Mozkere CbILO Aa ChOOWINTE HEXENAHH peakUWH AMPEKTHO 4pe3 HallMOHAIHaTa CHCTeMa 3a
choOlaBaHe:

H3nbiHuTeNHa areHuMs no nekapcreara 5
ya. Jamsan I'pyes” Ne 8, 1303 Codms, Ten.: +359 2 8903417 / Y
yebcaiT: www.bda.bg. / N




Kato cboOiuaBate HexenaHH peakilid, MOXKeTe Ja JalieTe CBOA NMPHHOC 3a MOJyvaBaHe Ha
noeeye HHPoOpMaIHs OTHOCHO 6e30MacHOCTTa HA TOBA JIEKapcTBO.

5. Kak na cexpansasarte [loanneiin 80 mg/g neveben Jak 3a HOKTH
Jla ce chXpaHsiBa Ha MSCTO, HEOCTBLITHO 3a JeLa.

He n3nonssaiitTe ToBa JleKapcTBO Cliejl CpOKa Ha rOJHOCT, 0TOENSA3aH BbPXY KAPTOHEHATa KYTHS U
OyrHikara. CPOKbT Ha FOHOCT OTrOBaps HA MOC/EAHHS AEH OT MOCOYEHHs MECell.
CobxpansBaiite OyTHIKaTa B KApTOHEHATa KyTHS, 32 114 CE NpeAna3H OT CBET/IHHA.

Cobxpanspaiite OyTH/IKaTa MIBTHO 3aTBOPEHA, 3 Ja ce H30erHe u3napsBaHe Ha ChAbPKAHHETO.
[a He ce 3ampa3zsga.

To3u nponykT e 3ananum. Jla ce chbxpaHsiBa jajiey OT 3arpsiBaHe U OTKPUT NJ1aMbK.

Hsnonspaiite no 6 Meceua cnes MbpPBOTO OTBapsiHe Ha OyTHIKATA.

ITpu Temneparypa noa 15°C neueGuusaT nak 3a HOKTH oOpa3syBa reli; Bb3MOXHO € Ja ce o0pa3yBa
CBETJa yTalka Ha JBHOTO Ha OyTHiKaTa MM Ja Ce MOABAT CBETAM MiaBalld 4acTHUW. [Ipu
BbPTEJIHBO pa30bpkBaHe Ha OyTHIKATa MEXKAY ABETE Pblie 3a OKONO | MHHYTa, Te ce pa3TBapaT H
Pa3TBOPBT OTHOBO ce n30ucTps. ToBa He BHse HA KAUYeCTBOTO H e(PUKACHOCTTA Ha MPOAYKTA.
ITpean ynotpeba norneaHere AbHOTO Ha OyTHIKaTa, 3a Ja Ce YBEpHTE, Y€ pa3TBOPBT € OTHOBO
oucThp (Mpo3paueH).

He H3XB’prﬂﬁT€ JieKapcTBarta B KaHalMu3auuvAaTa HJIH B KOH'I‘CI:'IHepa 3a JAOMAalllHH OTnagbLiH.
[lonutaiite Bamms dapmaueBT kak 1a HU3XBbpJsTE JieKapcTBaTa, KOMTO Beye He W3MON3BaTe.
Te3u MEPKH L€ CNOMOrHart 3a ona3sBaHe Ha OKOJIHaTa cpea.

6. CpabpxaHHe HA OMAKOBKATA H A0NBLJIHHTETHA HHpOpMaNHS

Kakso cbanpixa [Moauneiin 80 mg/g nedeben 1ak 3a HOKTH

- AKTHBHOTO BeLLEeCTBO €: Lukionupokc. Eaun rpam neuyebeH nak 3a HOKTH chabpika 80 mg
LIHKJIOMHPOKC.

- Jlpyrute cbcTaBKM ca: erunauerar, eraHon (96%) ueTocTeapHiOB  AJKOXOI,
XHPOKCHIIPONHUI-XUTO3aH U NPeYHCcTeHa BOAa.

Kak n3raexna IMoanneiin 80 mg/g sievefen NaK 3a HOKTH H KAKBO ChbPiKa ONAaKOBKATa
Jleueben nak 3a HOKTH

[Tonunein 80 mg/g nevyeben nak 3a HOKTH e OMCTBP, OGe3uBeTeH 10 c1ado HbJITEHHKAB Pa3TBOP,
OMakoBaH B MPO3payHa CTbKIeHA OyTHIIKA ¢ Kanayka Ha BUHT C YeTKa.

Konuuectso B eana onakoska: 3,3 ml u 6,6 ml
He Bcu4KkH BH10BE OMaKOBKH MoraT ia ObaT MyCHATH B npoaaxoa.
IlpuTexaTes Ha pa3pemienHeTo 3a ynorpeda
Polichem SA e
50, Val Fleuri, 1526 Luxembourg

Ten.: +352-26864924
®dakc: +352-26864925




umeiin: info@polichem.com
Jlrokcembypr

IIpousBoauTenn

Almirall Hermal GmbH
Scholtzstrape, 3

21465 Reinbek
['epmanus

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

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

3a JONMbJIAHHUTENHA nmbopmauuﬂ OTHOCHO TOBa JICKapCTBO, MOJIA CBBPHKETE C€ C JIOKAJHHA

npeacTaBUTEN HAa NpUTEKaTelIsl Ha paspeleHneTo 3a ynorpeba:

Anpxenunu ®apma buarapus EOO]T
Bya. ,Acen Hopnanos” 10
Codusal592, bearapus

ten: 02 975 13 95

ToBa siekapcTBo € pa3perneHo 3a ynorpeba B clleAHHTE IbP/KABH WieHKH Ha EBponeiickoTo

HKOHOMHYECKO NPOCTPAHCTBO MO CJIe/IHATe HMEHA:
ABCTpHSA:

Kitonail® 80 mg/g wirkstoffhaltiger Nagellack

Buarapus: Polinail®

Yexwus: Polinail®

Dpanuus: ONYTEC ® 80 mg/g, vernis a ongles médicamenteux
TepMaHus: Hauticum ® 8% wirkstoffhaltiger Nagellack

Ibpums: Kitonail®

Vurapus: Kitonail®

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

[opryranus: Niogermos®

PymMbHHS: Kitonail®

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

JlaTa Ha nocjieqHO NpepasriiekIane Ha JucToBkara 07/2022.



