JlnctoBka: HHopmauud 3a noTpednTe s

OIIAPEKC® 0,1% xanku 3a 04H, cycneH3Hus
FLAREX® 0,1% eye drops, suspension

tdayopomerononos auerar (fluorometholone acetate)

IlpoueTeTe BHHMATEHO UANATA IHCTOBKA NPeIH 12 3aM04HeTe 12 H3IN0/13BATE TOBA JIeKapCTBO,

Thii KaTo TA CbAbLPa BaxHa 3a Bac undopmauus.

- 3anasete Ta3u NUCTOBKA. Moxe 1a ce HAJIOXKHU J1a A IPOUYETETE OTHORO.

- AKO UMaTe HAKAKBH JOMbIHUTEIHH BBIPOCH, NonuTaiite Bawms nekap nnu apmauesT.

- Tosa nekapctso e npennucano nuuHo Ha Bac. He ro npeotctronBaiite Ha apyru xopa. To Moke
J1a UM HaBpeIH, HE3aBHCHUMO Ye MPH3HALMTE Ha TAXHOTO 3a00/iABaHe ca ChlIUTe KaTo BawuTe.

- AKo nonyuMTe HIKaKBH HeXellaHW peakuuH, yseaoMere Bawusa nekap win gapmauest. Tosa
BK/TIOYBA H BCHYKH BB3MOXKHH HEXE/IaHH PEaklUMH, HEONHCAHH B Ta3H JIMCTOBKA. BukTe

TOYKa 4.

Kakso ChLABLP/KA Ta3H JHCTOBKA: Ligil J”HHTE”HA AI‘EHIMH HO "EKAPCTBATA
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1. Kakso npeacrapaspa ®JIAPEKC u 3a kakBo ce H3no.i3sa

Kakpo npeacrasaasa GJIAPEKC

MJIAPEKC 0,1% kanku 3a 04H, CyCMneH3us CbAbpikKa aKTHBHOTO BELLUECTBO (J1yOPOMETOIOHOB
alerar.

®OJIAPEKC e npeacrasuTen Ha rpyna JleKapcTsa, HapeueHH KOPTHKOCTEPOM/IH.

3a kakeo ce m3noassa ®JIAPEKC
DJIAPEKC e npeaHa3HayeH 3a JieyeHHe Ha YyBCTBUTE/IHH Ha KOPTHKOCTEPOMAM HEHHDEKLIHO3HH
BBHIUHH Bb3MANIEHHA HA OYHATA MOBBPXHOCT (KOHIOHKTHBA, POrOBHULIA) W MPEIHHSA OUEH CErMEHT.

Kak neiictsa ®JIAPEKC
GJIAPEKC neiicTpa kaTo 6110KHpa HAKOM BelLECTBA B TAn0To Bu, konto npuunusear copbex, Goska,
3a4epBABAHE H MOJyBaHE B OKOTO.

Ako uMate BbnpocH otHocHo Aeiicteruero Ha PJIAPEKC unu 3awo Bu e npeanucano Tosa
JleKapcTBO, nonuTaiTe Bawus nekap niv MeIMUMHCKA cecTpa.

2. Kakso Tpadea na snaere npean aa usnoaspare OJIAPEKC
CnenpaiiTe BHHMaTe/HO BCHUKH HHCTPYKLMH Ha Bawms nekap, 1opu ako Te ce pasnuyasat oT ofuiara
MHGpOpMaLMs, ChbPKALLA Ce B TAa3W JIMCTOBKA.

He n3noassaiite ®JIAPEKC:

®  aKO CTe aJeprHYHH (CBPbXUYBCTBUTEHH) KbM (TyOPOMETOIOHOB ALETAT MITH KbM HAKOS OT
OCTaHa/IHMTE ChCTABKU Ha TOBA JieKapcTBO (M30poeHH B Touka 6). [locsBeTBaiite ce ¢ Bau
JIeKap, aKo MHUCITHTE, Ye MOXKE J1a CTe aJlepru4Hu.

® KO MHCJIMTE Ye MMaTe KaKBaTo M [a € HH(PEKLUMA Ha OKOTO (BHpYCHa, OaKkTepHaiHa
HHGEKLHA HA BBHLIHATA MOBbPXHOCT HA OKOTO). YoTpedarta Ha CTEPOHIN MOXe
nHpekuuute. [locvBersaiite ce ¢ Bawusar nexap.




Ipeaynpexaenns H NpeInaInd MePKH

losopete ¢ Bawmsa nexap wnn ¢apmauest, npean aa u3nonssare GJIAPEKC, ako Hakoe ot

H30poeHHTe ce oTHacA 3a Bac:

. Axo m3nonssare ©JIAPEKC 3a aensr nepuon ot BpeMe, Bie Moke Ja pazsMeTe kaTapakTa
{IOMBTHABAHE HA ECTECTBEHATA JIELIA HAa OKOTO} HIIH O3 MOJYYHTE MOBHILEHO HAMATZHE B OKOTO
{TTOBHILIEHO BLTPEOUHO HATATAHE), KOETO MOXKE Na JOBEE A0 MayKkoma, CECTOSHHE, KOETO
MOXeE 4 JOBEE A0 PAAKO YBPESKIaHES HA OYHUA HEPEB H JIMIICA Ha ACHO 3peHue. Ilpu aeuara
HMa T0-ToNgMa BEPOATHOCT 32 Pa3BUTHE HA MOBUILCHO BETPEOUHO HanATaHe, Baumsar nexap
TpA0Ba peOBHO A3 CE/IH BETPEOYHOTO HANIATAHE.

. AK0 HMaTe raykoMa (moBHILeHO BbTpeouHo Hanarade (BOH)) wnu dpamunHa obpeMeHeHOCT 3a
riayxoma. BawmaT nekap Tpabpa pefloBHO Ia NpoBepABa HAATAHETO B O4UTE (BETPEOUHOTO
HaNAraHe).

. Axo umare nuabet. Moxe Ja cTe M3M0KEHH HA I0-BUCOK PHCK OT pa3sBuTHE Ha nosutueHo BOH
HJTH KaTapakTa (MOMbTHABAHE Ha €CTECTBEHATA JIELIa HA OKOTO).

. Axo nMare 3a6019BaHe, KOETO NPHUKHABA U3TBHABAHE HA OYHATA TIOBBPXHOCT (POrOBHLA).
Creponan karo O®JIAPEKC morar 1a NpHYHHAT ZOMBIHHTENHO M3THHABAHE H CA BB3MOXHH
MalKH pa3KbCBAHHA HA OYHATA NOBBPXHOCT {nepdopauusn).

. HexenaHure peakuuy npH ynotpeGa Ha KOPTHKOCTEPOHIM BIJIIOYBAT OTOLH M0 TAMNOTO H
JIMUETO C MOBHIWABAHE Ha TErnoTo. Te MoraT Ja ce MoABAT, KOraTo KOPTHKOCTEPOHIH, KaTo
OJIAPEKC ce abcopbupart B kpbBTa BH. Tein HexenaHn peakuHM MOXKe Aa Ce MOABAT cjiel
HHTCH3HBHO UMM npoab/kutento neueHue ¢ GJIAPEKC xanku 3a oun. Te3u Hexenanu
PEAKLHH MOXeE 2 Ce NMPOABAT [IPH MAUHEHTH ¢ MOBHLUEH PHCK, KaTO JELa H TALHEHTH,
NEKYBaHH C JIEKAPCTRA, ChAbPKALLM PHTOHABHP WM koOWumcTat. ['oBopete ¢ Bammsg nekap,
aKe NONYYHTE OTOLH NO TANOTO M IMRETO ¢ MOBHILABAHE HA TETJIOTO.

. AKO UMaTe HAKAKEB B uHdekuua {baktepuanna, BupycHa uid reduyna), OJIAPEKC moxe
Ra 320aBH 3a31paBABAHETO HA PAHHTE Ha OKOTO H [1a MPHKPHE BH3MOXKHM CHMITOMH Ha
HHexus,

. AK0 HMaTe CiIHA DOMIKa B OKOTO, TPAiHO HAMAIEHO 3peHHe UIH YYBCTBO, Y€ HMATE HElloO B
OKOTO (TEXKH NMEPCHCTHPALLH A3BH)} B O4HaTa MOBBLPXHOCT {poropuua), Mons, 00bpPHETE Ce KM
Bawuus nekap, 3a na m3noyuTe rebudHa HHpekuus.

. AKo npuemare eIHOBPEMEHHO GONKOYCNOKOABALLM 32 IOKANHO NPHIOKEHHE, ChIbPKALH
HECTEPOHIHH NMPOTHBOBLINANUTENHH NekapeTreHU cpeactsa (HCTIBC) u ®JIAPEKC, Moxe ma
HMa 3a0aBfHE B 3a3JpaBABAHETO HA PAHH HA OKOTO.

Hanon3eaiite To3n NekapcTBeH DPOAYKT TOIKOBA ABATO, KONKOTO BH € npeanucan nekysawuaT
nexap. He crimpaiiTe neuenneTo npexaespeMeHHo. AKo cbeTosHMETO Bu ce Bnotasa unu ue ce
noaoGpABa, KOHCYATHpaliTe ¢e OTHOBO.

Jeua n wHOmMH
DJIAPEKC He ce npenopr4ea npH felia noA 7 rofHIIHA Bb3pact. Ako acteto Bu e Ha BB3pact
mexxay 7 u 18 ronunu, Mona unomspaiite ®JIAPEKC B chbiuata 1032, KakTo npu Bb3pacTHH,

CTap‘ICCKa BB3pacT
an MAUHCHTH Ha Bb3pact 65 unM noBeYe roJHHH HE € HeODXOOUMO KOpHI'HpaHe Ha Oo3aTta.

JApyra nexapcrea n ®JIAPEKC
Hudopmupaiite Bawns nexap wix ¢apMatesT, ako IpHeMare, HACKOPC CTe MPHEMANH HIIH €
PB3IMOXKHO [a NpHeMeTe APYTH NeKapcTBa.

Hakou nexapcrsa Mowie na yBenuuat edexture oT OJIAPEKC u Bawuar nexap Moxe 1a nowcka aa
BH npocnienspa BHUMATENHO, aKO MPHEMATE TAKHBA JIEKAPCTRA (BKMIOYHTENHO HAKOH IEKAPCTBa TIPH
XHB: puroHaBup, koGuUIIMCTAT).

Hudopmupaiite Bamua nexap, oco6eHo ako nanomspate noxkanau HCTIBC, Ennospem
ynoTpe6a Ha HoKanHH cTepouad M Nokandu HCTIBC moxe na yBenu4u npobieMHTe
3a3ApaBABAHETO HAa POrOBHLATA.



VYenomete Bawns nexap, ako npHeMaTe NEKapcTBa, ChAbPXKALIY PUTOHABHD HIIH KOGHIIMCTAT, Thil
KaTO TOBa MOXeE 13 TIOBHLIH KONHYECTBOTO HA (UTYOPOMETONIOH B KPBETA.

BpeMeHHOCT H KbpMeHe

DJIAPEKC He ce npenopbusa o BpeMe Ha OpeMEeHHOCT. AKO ¢Te OpeMeHHA HITH KbPMHTE, CMATATe,
ye Moxe A3 cre OpemMeHHa WM nnaHupaTe OpeMeHHOCT, TOCHBeTRaliTe ce ¢ Bawna nexap wiu
tdapmMavuesT npend ynorpefata Ha TOBA IEKApCTRO,

AKO KbpMHTE, nonuTaiite Bawms nexap npeau na usnomzeare GJIAPEKC.

Ilodupane n paGora ¢ MAIIHHH

BuamoxHo e HenocpencreeHo cnen nocrasgaero Ha ®JIAPEKC na ycraHoeuTe KpaTkoTpaiino
3aMELIIABAHE HA 3penneTo. H3uakakTe Aokato 3peHnero By ce nmposAcHy M Torasa wodupaiite win
paboTeTe c MALLIHHA.

POJAPEKC cbanpxa GEH3AAKOHHEB XJI0OPHA
Hocereto Ha KOHTAKTHH JieltlH (MEKM WIH TBBPAH) HE € NIPenopPbYHTENHO N0 BPEME Ha JIeYeHUe Ha
O4YHO BL3NANEHHE, Thil KATO MOXe Oa BoliH Bamteto cheTosHue.

Tosa nekapctso ceappika 0,5 mg GeH3aTKoHHEB XIOpH/ BbB BCEKH 5 ml, KOMTO ¢a eKBHBAEHTHH Ha
0,1 mg/ml.

BeH3ankonnesuat XJI0pHMA MOXKe A4 ce aﬁcopﬁnpa OT MEKHTE KOHTAKTHH JICIIH H MOXKE 1a NpOMEHH
LBETA HA JIELRUTE. Tpnﬁaa A4 CBANUTE KOHTAKTHHTE JICIUK NpeAH yncrrpeﬁa’ra Ha TOBa JICKApPCTBO K Oa
H34aKaTe noHe 15 MHHYTH NpEIH 04 'K MOCTAaBHTE OTHOBO.

BeH3ankoHHeBHAT XI0PH MOXE CHILO 13 PHYUHH Apa3HeHe HA O4UTe, 0cOOEHO ako UMaTe ,,CYXo
OKO" UM HapylleHHe HA pOroBHLAaTa (NPOIpauHUA Cliol B MpeJHATa YacT Ha OKOTO). AKO HMaTe
HeoOH4altHO ycelllaHe B OKOTO, KaTO napeHe id Gonka B OKOTO cliell YNoTpebaTa Ha TOBa IEKapCTBo,
rosopere ¢ Bawus nexap.

OJIAPEKC cbabpxka HaTpHes AHXHApPoreH (ocdaT MoHOXHApaT
Tosa nekapcTBo cbabpika 3,5 mg ocdar BB Beekut 5 ml, kouto ca ekBueaTeHTHH Ha 0,7 mg/ml.

AKO CTpanaTe OT TE&XKO YBpex/JaHe Ra NPO3pavHHA cNoi B IPeAHATA YACT HA OKOTO (POroBHUATA), B
MHOIO peflkH cydau docdaTure MOxke 1a JOBSIAT 0 NOABATA HA MBTHH NETHHLA BbPXY POrOBHLATA,
ITbIUKALH C& HA HATPYTBAHE Ha KAJILMIA N0 BpeMe HA JIeYeHKeTo.

3. Kak na manonssate ©JIAPEKC

BuHaru wsnonseaiTe TOBa IeKapCTBO TOMHO KakTo B ¢ kazan BawmaT nexap unn gapMauest. Ako
He CTe CHTYPHH B Hello, nonHTaiiTe Bawmmsa nekap wiu papmanesrt.

Ako cnen OTCTpaHABAHE Ha Kallavkara 3alliUTHHAT NMPbLCTEH € pa:sxnaﬁen, CBalleTe o [Ipeax yno*rpeﬁa.

B1=3pacmu (BKMIOYHTENHO MALHEHTH B cTapuecka Bb3pacT) ¥ aeua (Haa 7 FOAWHH)

IpenopruuTenHarta 403a € Mo eJHa-ABE KANKH B 3aCerHATOTO(THTE) OKO/OUH — YETHPHM NBTH JHEBHO.
Bamusr nexkap Moxe Aa npeweny, ye e He0HXOAMMO 13 YBENIHYH Ro3HpoBKata Bu npes mupeure

48 yaca — 10 IBE KANKM HAa BCEKH GBa 4aca.

IMponbmkaTeTHOCTTa Ha NEYEHHETO € Mo NpeueHKa Ha Bawunsg nekap.

besonacHocTTa Ha TO3H JIEKApCTBEH NPOOYKT IIPH A€LAa Ha BB3PACT OO 7 TOOWHHM HE e

Hanomseaitte DJIAPEKC caMo 3a HakansaHe BbB Bamure oun.
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Qurypa | Qurypa 2 @urypa 3 @urypa 4

Bsemere Oytuiakara @JIAPEKC u ornenano.

H3mmuiite cu pouete.

Pa3knatere noGpe OyTunkara.

OTB’prETe Kanaiykara.

JlpBxkTe OyTHAKATa, HACOYEHa HAlOMy, MEX/1y najeua H cpeaHus npuet (durypa 1).

Haknouere rnasara Hasan. Paireopere knenaya ¢ NOYHCTEHHA Beye MPBCT TaKa, Ye 1a ce

oOpa3zysa ,, k00" MexkIy Hero U okoto. Kankarta TpsaGBa na nonaaHe HMMEHHO Ha TOBA MACTO

(¢urypa 2).

7. TlpubnuxkeTe annukaTopa-kankoMep Ha OyTuikara 6nu3o o okoto. M3nonseaiite ornenanoro,
ako ToBa Bu ynechsga.

8. He nokoceaiiTe okoTo, KJenaua, 3200MKAIALIATA MM MJ10LI HIH APYIH OBLPXHOCTH €
BLpXa Ha AIVTHKATOPpA-KanKoMep. HMma onacHocT ot 3aMBbpCABAHE HA KAIKHTE.

9. BuumaTenHo HaTHUCHETE € MOKa3ajela 0CHOBATa Ha oObpHaTaTa Hanomy OyTHIIKA, 3a 1a M3MyCHe
enna kanka OJIAPEKC (¢purypa 3).

10. Cnen kato nocraBute MJIAPEKC, ocBobonerte nonHusa kienay, 3aTBOpeTe OKOTO M HEKHO
HATHCHETE C NMPbCT OKOTO, B brbiyeTo npu Hoca (durypa 4). Tosa we nonpeun Ha DJIAPEKC na
MpeMHHE KbM JIpYTMTE 4acTH HA TAIOTO.

11. Ako TpsaOBa 1a U3MON3BaTE KAMKHUTE H B IBETE OYH, OBTOPETE BCHYKH CTBHIKH H C IPYTOTO OKO.

12. INocraBere kanaukaTa v 3aTBOpeTe A00pe OyTHUIIKATa BejlHAra cliell yrnotpeda.

13. H3non3paiiTe caMo eHa H cblla Oy THIKA.

Sl BD: p=

AKO KANnKaTa He nNonajaHe B 0OKOTO, OnUTaiTe OTHOBO.
Ako cTe nponycHaan aa nocrapute ®JIAPEKC, nocrasere no3ara korato ce cetute. AKO € BpeMe
3a cnenpawara Bu no3a, npoasmkere no Bawara obuyaiina cxema. He nocrapsiite apoiina no3a, 3a

Ja KOMIIEHCHpaTe nponycHaraTta.

AKO cTe NOCTaBH/IHN NoBeve oT HeodxoaumoTo KoimvecTtBo MJIAPEKC, u3nnakuere ro or
okoTo(ouMTe) ¢ XJ1aaka Boaa. He nocrassiiTe noseue kanku 10 cjeipauiarta ooHyaiiHa ao3a.

AKO H3N0/13BaTe H IPYrH JIEKAPCTBEHH NMPOAYKTH 32 04H, U3YAKAHTE MOHE MeT MUHYTH MEXIY
MOCTaBAHETO HA OT/ENHHUTE JlekapcTea. MasTa 3a oun TpaOBa 1a Ob/e NocTaBeHa nocneaHa.

AKO UMaTe HAKAKBH JOIMBJIHUTEITHH BBIIPOCH, CBbP3aHH C ynmpeﬁaTa Ha TOBA JIEKAPCTBO, nonuraiTe
Bauus nexap wiu ¢apmauest.
4. BbL3MOKHH HeKeNAHH peakuHH

KakTto BcHuku JIEKApCTBA, TOBA JIEKAPCTBO MOXKE 1a NPEeJIU3BHKA HEWKEIAaHHU peaKklUHH, BBIIPEKH Y€ HE
BCEKH I'M nmoJiy4aea.

Cnennute HexenaHu peakunu ca Hadbmopaasanu npu O®JIAPEKC.

C HeH3BeCTHA 4eCTOTA (OM HANUYHUME OAHHU HE MOdce Od HbOe HANPABeHa OYeHK




- EdexTH B OKOTO: HOGULEHD 6LMPEOtHO HArAzane, BOnKa 6 OKomo, OpaIHEHe 8 OKOMO,
OUCKOMPOPM & OKOMO, YCEWAHE 3a HEWO 8 OKOMO, JAMBIREHO 3PEHUE, 3AUEPEABAHE HA OYUME,
CAbIOOMOLNAHE.

- O6wu edeXTH: HAPYIUEHO BKYCOBO yCellaHe.

B mHoro peaxu cmyuau HAKOU MALMEHTH ¢ TEXKO YBPEXKIaHe Ha MPO3pavHHA ClOH B IPeJHATa YacT
Ha OKOTD (POTOBULA) pa3BUBAT OBMAKOBMAHH NETHA MO POTOBULATA, IOPAAH KAJILHEBH HATPYIBaHHA
110 BpeMe Ha MeUeHHETO.

CrofmaBane WA HEXKENAHH PEAKIHEA

AKO NOMy4HTE HAKAKBH HEXEJIAHH JIEKaPCTBEHH PEAKUHMK, yBeaomeTe Bawns nekap wivm dapmanesr.
ToBa BKMIOUBA BCHYKH BB3MOKHI HEOMHCAKH B Ta3H JINCTOBKA HeXeNaHuu peakuny. MoxeTe cuiuo 1a
chOOIUIHTE HEXENAHH PeaklHU AUPEKTHO Ypes:

HamenauTenHa areHuns no lekapcTeara
yn. ,Jamsn I'pyes” Ne 8

1303 Codun

Ten: +359 2 8903417

yeGeaiir: www bda be

Kato cro0uasare HesKenaHH peaKLMM, MOMKeTe 1a JANeTe CBOA MPHHOC 33 MONYYABAHE Ha MOBeYe
HH{popMaLHA OTHOCHO 6€30NacCHOCTTa Ha TOBA JIEKAPCTRO.

5. Kax aa coxpauasate GJIAPEKC
Ha ce cbxpaHABa Ha MACTO, HELOCTHITHO 32 AELA.

He u3nonseaiite TOBA NEXapCTRO CE CPOKA HA TOAHOCT, OTOENA3ZAH BbPXY €THKETA H KAPTOHEHATA
onakoBka (ot0enasaH kate "[oned no"/"EXP"). CpokeT Ha roOHOCT OTroBaps HA NOC/EOHHA IeH 0T
NOCOYEHHA Mecel,

Ha ce coxpansea nox 25°C.
Ja ce ceXpaHABa B TUTETHO 3ATBOPEHA OMAKOBKA,

Byranxara TpatBa 1a ce HIXBLPAH 4 ceIMHIM ¢J1e0 M-PBOTO OTBAPAHE, 33 13 ObAAT H3GerHaTH
eBeHTyalnHH WHQEeKUHH 1 Cllel ToBa u3nossalite Hopa OyTunka. Hamuinete gata Ha oTBapsAHe Ha
O3HAYEHHTE 33 TOBA MECTA BbPXY KapTOHEHATa KyTHA.

He u3xpbpnaiiTe nekapcTpaTa B XKaHANH3ALHATA WIH B KOHTeHHepa 3a IOMALIHH OTOANbLH.
MMonuraiite Bawnsa gapManesT kak 1a H3XBLPAATE NeKapCTBaTa, KOHTO Beve He u3non3sate. Teau
MEpKH 11e CIOMOTHAT 3a OMa3BaHe Ha OKOJIHATA CPena.

6. Chabpxande Ha ONAKOBKATA H AONLJAHATEIHA HHGOPMALHA

Kakgeo cranpixa @JIAPEKC
- AxTHBHO BelecTBo: duryopoMeTononoB auetar 1 mg/ml (0,1%).
- JpyrH cbeTaBKH: OEH3ANKOHHER XJTOPHI, DHHATPHEB €AETAT, HATPHER AUXHApOreH gocdat
moHoxnapart (E 339), Tunokcanon, HATpHEB XJIOpHI, XHAPOKCHETHIILEYI03a U NPEeYHCTEHa
BoAa. Jlo6aBAT ce H MHOTO MAaKH KONHYECTBA HATPHEB XHAPOKCH/ W HIH KOHIEHTPHPAHA

Kax marnemna OJIAPEKC 4 KakBo chALpXka ONAK0BKATA
GIIAPEKC e Teudocr (6sana o noatH Gata CycneH3HA) H ce J0CTaed B MiacTMacosa §
€ KaNa4ka Ha BHHT CBC 33LHTEH TIPBCTEH.



IIpuTexaTen Ha paspemieHHeTO 32 ynorTpeda

Immedica Pharma AB
Solnavigen 3H
SE-113 63 Stockholm
[ Beuus

IMponssoanrtenn

Immedica Pharma AB
Solnaviigen 3H
SE-113 63 Stockholm
Lseuus

WIH
Siegfried El Masnou, S.A.
Camil Fabra, 58

08320 El Masnou, Barcelona
Hcnauus

Jlata na nocsieaHo npepasriexiane Ha aucroBkara: 05.2026




