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[TponagenoHos xmpoxd@mﬂﬂe{{w o
(propafenone hydrochloride)

IIpoueTeTe BHHMATE/IHO HSNATA JHCTOBKA, NpeXy 13 3amovHeTe AA NpHeMAaTe TOBA JICKAPCTBO, ThHH

KATO TH CbAbPAKA BaxkHa 32 Bac undopmanus.

- 3anaszere Tazu AUCTOBKA. MoJKe 1a ce HaJIOXKU Ja Sl MPOYETETe OTHORO.

- AKo HMaTe HSKaKBH JONMBIHUTEHM BBIIPOCH, nonuTaiTe Bawus aexap.

- Tosa nexapcTBo € npeanucaHo auubo Ha Bac. He ro npeorcrenBaiite Ha aApyrd xopa. To Moxke na UM
- HaBpeH, HE3ABHCHMO Ue NPH3HALIMTE HA TAXHOTO 3a00nABaHe ca ChIIMTE KaTo Balure.

-  AKO MoOnyyuTe HSAKAKBM HeXelaHH peakuuM ypenoMmere Bamma sekap. ToBa BKiO4Ba M BCHUKH

RE3MOIKHH HEXKEITAHHU PEaKLiMH, HEOHCAHH B Ta3W JIHCTOBKa. Bikre Touka 4.

KakBo ¢bALPXKA TAZH JHCTOBKA

DA W~

1.

Kaxso npeacraenaea PurmoHopm 150 mg punMupanu Tabnerku ¢ 3a KaKBO C€ U3MON3Ba
Kakso Tpabea na 3uaere, npeny na npuemere Purmonopm 150 mg dbnamupanu TabneTku
Kak na npuemare Purmonopm 150 mg punmMupanu TabaeTky

Bb3MOXKHHU HekeNlaHH peakLMH

Kak na cexpanaBare Purmonopm 150 mg dpunmupann rabnerku

CbabpkaHHe Ha ONAaKOBKAaTa H JOIIbJIHKUTE/IHa HHPOPpMALH

Kakeo npeacrasiasisa Parmodopm 150 mg ¢pnaMuapann TadNeTKH H 33 KAKBO Ce H3M0/A3BA

PutmoHopM 150 mg dunMupann TaGneTkd NPUHAINCKKH KBM rpynata jJ€KapcTBa Hape4YeHH aHTHApUTMHLIH.
PutmonopMm 2abaes cepaeyHara 4eCTOTA M NOANOMAra peryiHpaHeTO Ha ChpACHHHMA PHTHM.

PurmoHopM 150 mg dunmupann TabneTku e nokaszad 3a NEYEHHE Ha HapyLIeHHd Ha CbpACYHHA PHTHM
(apuT™MHH).

2.

Kakso Tpa®Ba na 3uaere, npean Aa npuemere Purmonopm 150 mg paamupann rabaeTkH

He npuemaiite Purmonopm

aKo CTe allepruvyHH KbM aKTHBHOTO BELLECTBO (MponadeHOH) HIH KEM HAKOA OT OCTaHAJINTE CBCTABKH
Ha TOBa JieKapcTBO (M30pOeHH B TOYKa 6);

ako cTpajare or bpyraga cHHIpoM (NpOMEHH B eJIeKTPOKApAHOrpaMarTa H XKHBOTO3acTpallaBaillio
HapyIlleHHE Ha CHPACYHHA PUTHM, KOETO MOJKE Jia I0BE/E AO BHE3AMHA CHpACYHA CMBPT, HAH-4ECTO
NPy MIAAH MALUHEHTH CHC CTPYKTYPHO 3paBo ChpLE);

aKO CTe TMpeKapaid MHOKapACH HH(PAPKT Npe3 NOCIEAHHTE 3 MeceLa,

4KO CTpajiaTe OT ChpAEYHA HEJOCTATHYHOCT HIIH HMATE APYTH ChpAeUHH NpobaeMH, pasiuubu OT
HapyHIEHHETO HA CHPASUHHS PHTHM, KATO HANIpUMeEP CHITHO MOHIDKCHHE HA ChpJeUYHaTa 4eCToTa
(Mync) WM MOHHWKEHHE HA KPBBHOTO HAJIAATaHeE,

aKO UMaTe 3a0aBeH ChpHEYECH PUTHM;

aKO CTpajaTe OT MPOBOAHH HAPYIIEHWA Ha CBPLETO NPH JMNCca Ha NEHCMEHKBD;
aKO MMATe TEXKKO CIajaHe Ha KPLBHOTO HAJAraHE,

AKO CTPAJIATE OT HAPYIICHHUE HA ONPEAEIICHH COU B KPLBTA (Halp. KaJIuit);

aKO UMATe JIMXATENHH MPoOJIEMH, KaTO TEXBK XPOHHYEH OPOHXHT WIH 3aIyX;
AKO HWMATe MHACTEHHA TIPABHUC (HEPBHO-MYCKYNHO 3abosisgBaHe, HaH-4eCTO

MYCKYJIHA caboct);




- 4KO CC JICKYBATC C pHTOHAaBHD.

Ipexynpexaenns H npeanasHa MepPKH
I'oBopere ¢ Bamua nekap, npean ga npiemere PUTMOHOPM.

Bamuar nekap Moxe JXa NpEUCHH, Y€ TO3M JIEKApCTBEH DPOAYKT He € noaxoasu| za Bac, ako wmare
olpefieNeHo APYro HapylIeHUe Ha chpAedHaTa neiiHocT. [Tpeau u no Bpeme Ha neueHnero By, Bamnar nekap
e NpoBEAe ONpenceHH HACJAESABAHUA K Lie Npocaendasa peAoBHO Bamara cppaeyHa AeHHOCT ¢ MOMOLITA Ha
esiekTpokapanorpadexu 3amme (EKI), kakro v Baurero kpseHO Hansarage.

To3sn nexkapcTBeH MNMPOAYKT MOXE Aa NpoBOKHpa noasara Ha bpyraga cusagpom (bpyrasa cCHHApoM ce
XapakTepu3Hpa ¢ [POMEHHM B ENCKTpPOKapAHOrpaMara M >KMBOTO3acTpallaBalllo HapyUIeHHE HA CBPASUHHA
PHTBEM, KOETO MOXXE€ Aa NOBEOE N0 BHE3ATHA CLpASYHA CMBPT, HAH-4eCTO NpH MIaAHd NALHACHTH CBC
CTPYKTYPHO 37paBo ¢bple). Cliel| 3an04BaHe Ha ficyeHHETO BaluaT nekap e HanpaBH €J1€KTPOKapAHOrpama
33 H3KMIOYBAHE Ha MPOMEHM HACOYBAIIM KbM bpyraga cuHapOM.

AKO HMaTe NMOCTAaBSH NelcMeKbp, MOKe 12 € HeoOX0IUMO ONPEHESIICHO aJanmTHpaHe, 3a KOeTo LIE e NMOrpHKH
Baums nekap.

YBegomere Bamma nekap, 4e mpueMmare PATMOHOpM B crny4ail Ha mnaHupaHa onepauys, ThH KAaTo TO3H
NIEKAPCTBEH MPOAYKT MOXKE Ja OKaXKe BB3ACHCTEHE BLPXY H3OJ3BAHHTE CPesCTBa 3a aHecTe3HA (YIOBKH).

AKO UMaTe acTMa TpaOBa Ja H3MOA3BATE TOBA JIEKAPCTBO ¢ MOBHIIIEHO BHHMAHHE.

Apyra Jexapcrsa H PurmonopMm

Hudbopmupaiite Bamug nekap, ako npHeMaTe, HACKOPO CTe NPHEMANIH WK ¢ BH3MOMKHO Aa NIPHEMETe Jpyrn
JNIEKAPCTRA.

To3u mekapcTBeH MPOAYKT MOXKE Ja MpOMeHH e(eKTa Ha ONPEAE/ICHH JIEKAPCTBa, TAKA KAKTO JAPYTH JICKapCcTBa
MOTaT Za POMeHAT edexTa Ha PHTMOHOPM. |

[‘'oBopeTe ¢ Bauug nekap, npeau na npuemere PUTMOHOPM, ako NpHEMATE HAKOE OT CJIEAHHUTE JIEKAPCTBA.

- yIo#KH (IMpu XUpYPrudHH HIH CTOMATONIOrMYHA HHTSPBEHLIMM)

- JIEKBPCTBA, NOTHCKAIIM ChpJeYHATa Y6CTOTA H/WMH MHOKApAHOTO ChKpalllasaHe kato 6era-Onokepu H
TPUUHMKTAYHA AHTHACTIPECAHTH

- JIeKapCTBa KaTo BeH(NAKCUH, MPONPAHONOI, METONPOJION, ACIUIPaMHH, LIMKIOCIIOPUH, TEOPWIHH U
IUTOKCHH, THH KATO MOXKE Ja c€ [OBHLIAT IUIa3MEHMTE UM HUBA NpPH €XHOBPEeMEHEH TpPHEM C
PurMoHopM

- JIeKapcTBa KaTO KETOKOHA30/, LIHMETHAHH, XHHHHH, SPUTPOMHLHH H COK OT rpeindpyT, TEH KaTo Te
MoraT Aa JoBeAaT A0 NOBHIlaBaHe Ha HUBaTa HA PHTMOHOPM

- NleKapcTRa Karo aMHOJApPOH, ThH Karo NpH KoMOHHamua ¢ PHTMOHOPM MOKe /@ ITOBJMSAAT
MPOBEKAAHETO B CHPLIETO

- JMAOKarH (M3MON3BaH KaTO YHNOMKA), ThH KaTo MOKe [a MOBUIUIKM PHCKA OT CTPaHHYHH €(PEeKTH BBpPXY
LUEHTPANHATA HEPBHA CUCTEMa

- (enobapbutan, THI KaTO MOXeE J1a NIOBJHUAE OTrOBOpa KbM PUTMOHOpM

- pUQAaMIHMUYH, ThH KaTO MOXE Ja HaMAJlH epekra Ha PUTMOHOPM

- NmeKapcTBa 3a MpENOTBPATABaHE CHCHPBAHETO HA KPHBTA KaTo BapdapuH, (PEHNPOKYMOH, ThH Kato
PurMoHopM Moxke fa 3aCHIH TeXHUA eeKT

- [IeKapcTBa Hape4deHH HHXHOUTOpPH Ha OOpaTHHA 3aXBaT HA CEPOTOHHH KaTo (UIYOKCETHH H MIAPOKCETHH,
ThH KaTO MOXE Ja [OBHUIAT IUTa3SMEHMTE HABA HA PUTMOHOPM.

bpemernocT, KbpMene H GepTHIATET
Ako cre OpeMeHHa WM KbpPMHTE, CMATaTe, Y€ MOKe Ja CTe OpeMeHHa MIH IUIAHHE
noceBeTBaiiTe ce ¢ Bamna nekap npeau ynorpedarTa Ha TOBa JICKAPCTBO.

[To BpeMme Ha OpemeHHOCT PutMOHOpM Tpg6Ba A3 ce MpuiIara CaMo KOraTo MOTEHLHAIHA
HaJBHLIaBa PHCKA 3a IJIOAa. .
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PurmoHOpM TpaOBa fa ce npuiara ¢ noBHIUEHO BHUMAHUE NIPH KbPMELLUH XKEHH.

IHogupane n paboTa ¢ MAMIHEA
HegcHoTo 3peHue, 3aMagHOCTTa, YMOpPATa H PA3KOTO MOHMXKEHHE HA KPBBHOTO HANATaHe, MOXKE Ja MOBIHAAT
CKOpPOCTTa Ha peakuuuTe B kakro H Aa Hapywar ciocofHoctTa BH 3a modupane niu pabora ¢ MalllMHU.

3. Kak na mpuemare Parmonopm 150 mg puamupann rabiaerkn

Bunary npueMaiite TOBa JIeKapCcTBO TOYHO KakTo Bu ¢ kazan Bauwmat nexap. AkO He CTe CHMI'YpHH B HELIO
nonuraire Bawua aekap.

[IpenopbunTenTHaTa HaYaNHa M MOAABPAALUA 4033 3a MAMEHTH ¢ TenecHo Terso okomo 70 kg e 450 mg no
600 mg aneBHO, pa3aeneHa Ha ABa WK TpH npuema. [Ipu HeoGX0AWMOCT TasH Jo3a MOXKe Aa Ob/e NOBUIIABAHA
npe3 MMHUMYM 3-4 OHeBeH HHTepBaJ] A0 AHeBHA g03a 900 mg. Ako cre ¢ Terjio noa 70 kg unu cre B
HalpeaHana Bep3pact (Hag 65 roauHH), KakTo H ako umare npodnemu ¢ 6nOpeusTe WU YepHUA apod, Moxke Ja
Bu 0bae nmpeanucana no-HUCKA A034.

Tabnerkure Tpabpa xa ce reaTaT LiEAH, 6e3 AbBYEHE, C JOCTATHYHO KOMHYECTBO TEYHOCT.

OcobeHo BaXKHO e Aa He MPEeyCTaHOBABATE MpHeMa Ha JIeKapCcTBOTO, AoKaro Bammug nekap He Bu xaxke da ro
HanipasrTe. He cnupaifte neweHueTo, ZopH Ja ce YyBCTRaTe Zobpe. AKo npexparture MPHEMA HA JICKAPCTBCHHA
MpoAyYKT, 0e3 npenopska oT Bamng nekap, Bamero chcTosHHE MOXE 13 CE BJTOLIA.

¥Ynorpeba npn gena
Ilpn peua, cpeana guesHa ao3a 10 1o 20 mg PurmMoHopM Ha kg /TeiecHo Terno, pazaeneHa Ha 3-4 1o3u ¢
MOAXOAA1IATA A03a 38 HAYAJIHO H MMOUTBPKALL0 JIeUSHHE.

AKO cT¢ NpHEJH nosede oT HeoOxoaumara A03a Purmonopm 150 mg ¢namupanu Tabierkn
AKO CcTe mpMend NMoBe4YEC OT HeoOXoauMmara Ao3a, He3abaBHO noThpceTe Bailivg nekap WiW OTHACTE B Hai-
OJIM3KOTO eueOHO 3aBecHHE,

AKO cTe nponycaaiad Ja npuemere Parmoropm 150 mg puamupann radirerku

[IpreMeTe mporycHaraTa Jo3a BeHara I[OM CE€ CETHUTE M CJied TOBA NMPEMHHETE KbM HOPMAlHHA pexXHM Ha
neveHne. Ako HaOmkaBa BpeMeTO 3a NMPHEM Ha ClieABallaTa [03a, npomycHere 3abpaseHara. He Bzemaiite
JABOHHA 1033, 34 JJa KOMIIEHCHPATE TIPOITycHATATa 103a.

AKO MMaTe HAKAKBH JOMBIHUTENHH RBIPOCH, CBEP3aHU ¢ ynoTpedaTa Ha TOBa JICKAPCTBO, NMONMTalTe Balmus
JIexap.

4. BBb3MOKHH HeXeIAHH peaKIHH

KakTo BcHuUkM JIekapcTBa, TOBA JIEKAPCTBO MOXKE Ja NpeJH3BMKA HEXENAHH PEaKUKH, BEIPEKH Y€ HE BCCKH MM
10JIy4aBa.

BB3MOKHH HEXeJIAHH JEKAPCTBEHH PeaklHH OPH NpHeM ua PHrmonopm:

Muozo vecmu (moxce da 3aceznam mexcoy 1 u 10 nayuenuma, na ecexu 10 rexyeanu) neycenanu peaxyuy:
- 3aMasHOCT
- HapyleHHs B NMPOBEXNAHETO HA CHPACYHHTE HUMIIyJICH (CHHO-aTpuaneH OJOK, mﬁ T
6ok 1 HHTpa-BEHTPHKYNapeH OJIOK) we
HIIPECKAYaHUA™ Ha CHPUETO (NalUTALMH)

s

N

Yecmu (mooce da saceznam mexcoy 1 u 10 nauyuenma, ua ecexu 100 rexyveanu) neoxncen
3




TPEBOKHOCT

HapylUICHHE HA ChH4

ry1iaBo0onme

HAPYLIICHHE Ha BKYCa

HEACHO 3peHHe

3a0aBsHe Ha mynca (Gpaaukapaus)

YCKOPABaHE Ha MyJica (TaxHKapaus)

HApYIIEHUE HA ChPACYHHUA PUTEM (NPEACHPAHO MBKACHE)
3aayx

KopeMHa 00nka

rajeHe

AUapHs

3aneK

MOBPBIIAHE

CyXOTa B ycTaTa

HapylieHa (YHKUKA Ha YepHus Jpod (noBHINaBaHe Ha YEpPHOAPOOHUTE EHINMH)
fonka B repauTe

yMopa

yceuate 3a obma c1adboct (aCTeHHA)

[NOBUIIIABAHE HA TEJIECHATA TEMIIEPATYPA

Hevecmu (maoice 0a 3aceznam medxcdy 1 u 10 nayuenma na ecexu 1 000 aexysanis) Hedceranu peaxyun.
HaMaJleHHEe Ha TPOMOOUMTHTE B KPbBTA, KOETO MOBHIIABA PUCKA OT KbPBEHE (TPOoMOOLMTONEHUA)

[MOHWXKEH aneTHUT

KOLIMapH

H3TPBIBaHHA (MpaByyYKaHe) Ha KpaHHHLIM (NapacTe3kH)
CBETOBBPTEXK

PA3KO NOHWKEHWE HA apTEPHATHOTO HANIATAHE (CHHKOI)
HapYLICHUE B PABHOBECHETO (aTaKkCHA)

YCKOpeHa cbpcyHa JeHHOCT (KaMEepHa TaXHKapaHs)
HEpaBHOMEPHA ChpAeyYHa AeHHOCT (aApUTMMIA)

IIOYBAHE HA KopeMa

ra3ose

chpbex

YpTHUKapHA

oOpuB

3a4epBABaHE Ha KOKaTa

HapyHICHHE Ha MBKKATa MIOTEHTHOCT (€peKTHIHA AUCHYHKIHA)

C neuzeecmua vecmoma (Om HARYMHUMeE OGHHU He MoXce 0a Ob0e HanPABEeHA OYEHKA KOAKO YeCcmo ce

nposeReam 6 X00a Ha NeyeHue):
HaMaJIsiBaHe Ha OeluTe KPBBHU KJIETKHTE, KOETO NOBHINABA PYCKa OT HHGEKLMH (arpadynoumrosa,

JICeBKOTIEHNSA, TPAHYOLIMTOTIEHHA)

CBPBEXYYBCTBUTENHOCT

CBCTOAHHE HA OOBPKAaHOCT

rbpHOBE

HAPYILCHHA B IBCKEHHATA PBUETS M KpaKaTa (eKCTpanvupaMHIHU CHMIITTOMH)
6e3mokoicTRO

JKUBOTO3ACTPAIABAING HapYWIEHHe Ha (PYHKIMATA HA ChPACYHHTE KaMEPH (KAMEPHO MBAACHE)
MOTHCKAHE CHKPALIABAHETO HA CHPACYHHA MYCKYJ1, KOETO MOKE 1a XoBeae A0 JecHa ymopﬂeuoc'r

3alyX K [IOAYBaHe Ha TJie3eHHTE (ChpaeYHa HEAOCTATBYHOCT)

MOHMCKEHA ChpJeYHA YeCcTOTa

CrajaHe Ha KPBBHOTO HAJAIAHE NpY M3npasaHe (OPTOCTATHYHA XHUIIOTOHHA)
rajeHe

CTOMAIHO-YPEBHH HAPYLUICHHA

YBpeMxJaHe Ha KIeTKHUTE Ha YepHus Apob (XxemaroueaynapHa yBpeaa)

4
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- KBITEHHLA

- Xemnarur

- 3aCTO¥ Ha XJTBYKaTa (X0ecrasa)

- HamajeHHe Ha Oposd Ha CIepMaTO30NANTE

MOBUILIEHA Temnepa'rypa)

C'boﬁmanane HA HEXKETAHH pealmun

AKO MoJTy4uTe HAKAKBH HEXXEJIAHH TeKapCTBEHH peakuuy, yBeaomeTe Bawmsd sekap. Tosa BKioyBa BCHYKH
BBb3MOMKHH HEOTTHCAHH B Ta3H JTHCTOBKA HexkeaaHH peakumy. Moxere ¢hillo fa %oﬁmme HEeXKEMaHH pealcunu
JIMPEKTHO HPE3 HALMOHANIHATA CHCTEMA 32 C'I:Oﬁ].l],aBaHe

HM3nbnHUTeNHa areHIys 1o JeKapcTBaTa

yi. ,,Jlamsn ['pyes” Ne 8

1303 Co¢pus B N
Ten.: +35 928903417 3 | B SEEH
yeOcaiiT: www.bda.bg |

Kato choOmaBate HeXeNaHW peakiMd, MOXETe fa JjajeTe CBOA NPHHOC 3a TOJAYYaBaHE Ha TOBEYC
HH}popMaLMa oTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTRBO. '

5. - Kak aa esxpansBarte Pnrmbﬁopm 150 mg pnamupann TadaeTKH

Ja ce cbXxpaHiBa HA MACTO, -HB_L[DGTHIHD 33 m—:&na. |

To3u NekapcTBEH MTPOIYKT He H3HCKBA CrELMANHH YCIIOBHA Ha c'bxpaHeHHe

He w3nonseaiite TOBA JIEKAPCTBO Cjled CPOKAa HA FOAHOCT, OTOENA3aH BBPXY ONAaKOBKAaTa. CpOKBT Ha FOAHOCT
OTrOBapsA HA NOCHCAHUA NEH OT NOCOMECHHUA MECELL. |

He n3xpbpiIAHTE ICKAPCTBATA B KAHATA3ALMAT WK B KOHTEHHEpA 33 JOMALIHH ornagsup. [lonutaiire Bawmns
(hapManeBT Kak Na M3XBBJIATE JIEKapCTBATA, KOUTO BEYe HE M3N0/13BATE. Tesn Mepky me cnomoma'r 3a
Ona3saHe Ha OKOJIHATA Cpeaa. -

6. CLABPKANHE HA ONAKOBKATA H JONBLJAHNTENHA HHGOpMALHSA

Kakpo cpanpxka Parmonopm 150 mg puamMupann Tabaerku
- AKTHBHOTO BEIIECTBO € TPONadeHOHOB xnnpoxnopw:[ Bcska (anMHpaHa Taﬁne"ma cmbp}xa 150 mg

nponageHoHOB XUAPOXIOPHA,
- Jlpyrute ChCTAaBKM Ca: MHKPOKDHCTA/HA ULEIy/033, LAPEBHYHO HHILECTE, KPOCKAapMeso3a HaTpHH,
xunpomenosa (tun 2910), makporon 60[}0 Makporon 400, MarHe3ues CTeapar, THTAHOB JMOKCH]I El171

H [MPEYHCTCHA BOAA.

Kax m3raexna Purmonopm 150 mg puamuapann Tad/eTKE H KAKBO ChABPKA OMAKOBKATA
Benw 1o ouTi 6e1H, GUKOHBEKCHH TaGleTKH, ¢ BILGHATO penedHo uiobpaxeHue ,,150” oT eaHaTa cTpaHa n
rMajK OT Apyrara cTpaHa. B | -

TabneTkure ca nocTaBeHH B OnmcTepH, chabpxkaliy 30 unu 50 rabnerkw.

He BCHYKH BHIOBE OITAKOBKH MOTaT na ObJaT MyCHATH B NIpoJaxoa.

IlpurexaTe) HA pa3pemieHHETO 32 ynm*peﬁa H n'pomnunu'ré.'li
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Ipumexcamen na paspewernuemo 3a ynompeba:
Mylan Healthcare GmbH

Freundallee 9A

30173 Hannover

I'epmanus

Ipouzeooumenu:

AbbVie Deutschland GmbH & Co.KG
Knollstrasse, 67061 Ludwigshafen
['epMaHus

FAMAR LYON

29 Avenue Charles de Gaulle
69230 Saint Genis Laval
Ddpanums

3a JOITBAHWTENHA MHQOPMALHA OTHOCHO TOBa JIEKAPCTBO, MO/, CBBPHKETE CE€ C JIOKANMHHUA TPSACTABUTEN HA
NPUTEKATENA Ha pa3peLlieHHeTo 3a ynoTpeda:

bunarapus

Maiinan EOOJ]

byn. CutHakoBo 48, er. 7
Codus 1505

Ten. +359 2 44 55 400
daxc: +359 2 44 55 401

JdaTa Ha noc/IeAHO Mperexnane Ha JHCTOBKATA
anpun 2016




