JIncroBka: nHpopmanus 3a nanMeHTa
Hapo6 80 mg TabneTku 40030 <3 ‘7
Darob 80 mg tablets N
P EEr 07 -04- 2075

CoTasio510B XUAPOXJIOPUL
(Sotalol hydrochloride)

IIpouyeTreTe BHHMATEJHO LAJIATA JHCTOBKA, NpeaH 1a 3al04YHeTe 1a NpHeMaTe TOBA JIEKAPCTBO, ThH

KATO T CbAbp:Ka Baxxkua 3a Bac nundpopmanus.

- 3ana3sete Ta3M JUCTOBKA. MoXKe J1a ce HaJIOXKH 1a 1 IPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH NOMbJIHUTE/IHU BBIPOCH, nonuTaiTe Bawusa nekap wiu ¢papmMauesrt.

. Tora nekapcTBo € npeanucaHo JUYHO Ha Bac. He ro npeorcreneaiite Ha Apyry xopa. To MOXke na um
HaBpe/M, HE3aBUCUMO Y€ MPU3HALMTE Ha TAXHOTO 3abosigBaHe ca chlMTe KaTo Bawure.

- AKO NMOJY4YHTE HAKAKBH HEXKEJIaHU JIEKAPCTBEHH peakliiH, yBeaomere Bawus nekap. ToBa BKIOYBa U
BCHYKH BB3MOXKHH HEXKEJIAaHU peaKLiMy, HEONUCAaHU B Ta3H JIMCTOBKA. BrkTe TouKa 4.

KakBo ¢babpKa Ta3H JIHCTOBKA

Kakpo npeacraBnsBa {apob v 3a kakBO ce U3110/13Ba

Kakso TpsbBa na 3Haere, npeau na npuemere Japod

Kak na npuemare Jlapo©6

B1b3MOXHH HeXXeJlaHH peakLUH

Kak na cexpanssare lapo6

ChabpkaHHe Ha ONMaKOBKAaTa M J0MbJIHUTEIHA HH(OpMaLIMS
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1. KakBo npeacraBiassa [lapob n 3a KaKBO ce H3110/13Ba

Jlapo6 e antuapuT™Muk oT Kiac III ¢ uspazeHo 6aokupane Ha Oeta peuenTopure (JIEKapCTBO Cpellly pUTbMHH
CbPACYHHU HAPYLUEHHS).

Japob ce uznonssa npu:

- TexkH HapylieHUS Ha CbpPACYHHMSA PUTbM C YCKOpeHa CbpJe4yHa 4YecTOTa, KOWTO IPOM3JIM3aT OT

CbpAEUHHUTE KaMepH (TEXKKU KaMEPHH TaXHUKapAUH)
-  M3uckBalM J1€e4YeHHE PHTBMHHM CBbpPJIEYHH HApPYLIEHUS C YCKOpPEH CbpACYEH PHUTbM, KOMTO

MPOM3/IM3aT OT HaJIKAMEPHUTE y4acTblLM Ha ChpPLETO (CUMMNTOMAaTHYHH HaJKaMEPHH TaxXHKapIHH),
KaTo: nMpoduIakTUKa Ha XPOHHMYHO MPEACHPAHO MBXKAEHE Cliell Bb3CTAHOBSABAHE Ha MpaBHIHHA
chp/iedeH pPUTBM (€JIeKTPOKApAMOBEpP3HO); MNpO(PHIAKTHKA Ha MApOKCHU3MAJHO [PEACHPAHO
MBbIKJIEHE.

8 Kakso TpsiOBa 1a 3HaeTe, npeau Aa npuemere Japob

He npuemaiite dapo0

- aKO CTe aJlepruyHu (CBPbX4YBCTBUTEIHH) KbM COTAJI0JI0B XHAPOXJIOPHA, KbM CYJI(POHAMHIH HIIH KbM
HAKOS OT OCTAHAJIMTE CbCTABKM Ha TOBA JIeKapcTBO (M30pOeHH B TOUKa 6)

- aKo MMaTe TeXKa CbhpAe4yHa HEeJO0CTATbYHOCT (ChbpAEYHO 3a0o/isiBaHE, KOETO BOAM 1O JIECHA
YMOPAEMOCT, 3a1yX, MOJAYBAHE Ha IVIE3EHUTE H JIp.)

- aKO M3MaJHETE B LLIOK

- ako Bu ce nocTaBs nbjHa ynoiika, KOSATO BOJH J10 MOTHCKaHe paboTara Ha CbPUETO

- aKO UMaTe HapylIeHHUs B MPOBOJMMOCTTA MEXY NPEeAChpPAUITA U KAMEPHUTE Ha C Lgm‘ (‘jﬁx}flﬁm I\LK
u III creneH), ocBeH ako HAMaTe NnocTtaBeH padorelll neHcCMernKbp Y/ Y. T \\

- aKO MMare chbpaeydeH OJI0K ¢ HapylleHHe B MPOBOAUMOCTTA OT CHHYCOBHS BBS#HEK’)::M -rrpe,nc'bp,uuqm
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- aKkO0 MMaTe PUTBMHH CHpPIOCYHHM HapylUeHWS KaTo pE3yjTaT Ha HapylieHa (QyHKUHA Ha CHHYCOBHA
Bb3en (CHHAPOM Ha OOJIHKA CUHYCOB Bb3€))

- aKo nmyncosarta Bu yecrora B nokoit € noa 50 yaapa B MUHYTa NIpeay HA4Yaa0To Ha TepanusaTa ¢ dapod

- aK0 MMaTe PHUCKOBHM (aKTOpH 3a pa3BUTHETO HA )KMBOTO3ACTPALLABALLO HapylleHWE Ha ChpAeHHWUS
PHTEM, HapedeHo forsade de pointes (Hanp. NpoMEHH B €leKTpokapauorpamara Bu, xouro ce
NposABABAT ¢ yabwkaBaHe Ha QT-unTepBana)

- aKO UMATe HHUCKH HHBAa Ha Kanu#t WAM MarHe3ui B KPbBTA, KOCTO MOXE Ja NpUYMHU cnabocr unu
MoTpenBaHe Ha MYCKYJINTE Ha KpalHUIIMTE WIH NIPOMEHHU B ChpPACUHHSA PUTHM

- aKO UMAaTe CWIHO NOHMKEHO apTEPUANIHO HANATaHe (XUITOTOHHA)

- aKo MMaTe HanpeaHano 3abonsBaHe HAa KPbBOHOCHHUTE CBHAOBE Ha PbUETE W/HWIH KpaHHULUTE, KOETO
BOOH OO 3aTpyAHEHO KpbBocHabnsBaHero Ha KpaiHuuuTe (nmepudepHa aprepualHa OKITY3UBHA
bonecr)

- aAKO MMAaTe TexXKo 3abongBaHe Ha JUXATENIHATA CMCTEMA, MPUYMHEHO OT CTECHEHHE HA JUXATENHUTE
meTHINA (XpoHHUuHa 06CTpykTUBHA 6enoapobHa bonect) wiu OpoHXxHanHa acT™Ma

- ako uMmarte 3abonsBaHKa Ha 0OMSHATA HA BellleCTBATa, KOETO BOJAM A0 YBEJIMYCHUE HA KHCEJIUHHOCTTA
Ha KpbBTa (MeTabonUTHA auugo3a)

- aKo CTpaJaTe OT HENEeKYBaH TyMOP Ha HaabBrOpeuHuTe xU1e3n, HapeueH GeoXxpoMOLIUTOM

WHTpaBeHO3HOTO MPWIATAaHE HA KAJILMEBH aHTArOHUCTH OT rpyrnarta Ha BepanaMHil W AUJITHA3EM WIH OPYrH
neKapcTsa 3a JIEYSHHE Ha HapylIeHHs B ChPAEYHHA PUTHM (KAaTO AM3ONMHMPAMHA) € MPOTHUBOMOKA3aHO MpH
MalMeHTH, KOUTO ca Ha neueHue ¢ Jlapob (¢ U3KIIIOYEHHE Ha CNELIHU CIYYaH).

IIpenynpexaeHus H NpeAna’HiH MepKH
I'oBopere ¢ Bauums nekap, npeau ga npuemere apo0d, ako HAKOe OT ClIeZHHTE CBCTOAHHA CE€ OTHAcs 3a Bac:

- MpeACTOM XMpYpru4Ha onepailis, CBbp3aHa ¢ NpuaaraHe Ha ynoiixa (aHecTe3us)

- HMaJH CTE TEXKH alepruuHd peaklUMW WIHX B MOMEHTa JIeKyBaTe ajiepruaAra CH KbM OIIpele/eHO
BellecTBO (AeceHCUOUNU3Mpata Tepanusn)

- umarte 3abonapaHe Ha 6L6peunTe

- MMaTe TyMOp Ha HaaOBOpeuHuTe XKj1e3u, HapeUeH (PEOXPOMOLIMTOM

- cTpajaTe OT 3axapeH anaber

- MMaTe NOoBHIIeHa (YHKUHA Ha LIATOBKAHATA *Jie3a (XUTNIepTUPEOHANIBM)

- CTpajaTe OT HapylieHO KPbBOCHaOAsABaHe HA KpakaTa W/MIM pbLETE KaTO CHHAPOM Ha PeitHo WM
K1ayIHKaLHO HHTEPMHTEHC

- uMaTe yawnkeH QT-uHrepsan (mpomsaHa B eJIEKTpOKapAHOrpamara), CbpAacyHa yectoTa (mync) noa S0
yAapa B MMHYT4, HUCKH HMBa Ha KajlWil W/HUNH Mar{He3uii B KpbBTa, ChpAeYHa HEAOCTATbUHOCT
(3abongBaHe Ha CBPLIETO, KOETO C& MPOABABA CHC 3a4YyX, YMOpa H OTOK Ha IJIE3€HHTE Ha KpakaTa),
YrojeMeHo cbple (xapauoMeranus), OubOpeuna HEAOCTaTBYHOCT, THH KATO TE€3HM ChCTOAHMA MOTAT Ja
YBEJIHYAT PUCKA OT Pa3BUTHE Ha KMBOTO34cCTpalliasaili HapyLIeHHUA Ha ChPAECYHHA PHTBM

- HACKOPO CTe MPeKUBAI ChpAeueH HHPAPKT

- cTpagare ot 3aboJisBaHe Ha KO)KaTa, HApeUeHO NcopHasuc

- HMaTe ChbpIEeiHa HEAOCTATLYHOCT, KOATO CE€ NMpPOABABA C flECHA yMOPAEMOCT, 3aJyX H MoAyBaHe Ha
rjie3eHHTE WIH CTe NpeKapaid HHPApKT Ha CbPLETO

Axo Beue npuemate [apob, Bue He TpabBa ma fnpekbCBaTe BHE3AMHO JIEYEHMETO CH. AKO CMATATe, Y€ €
HeoOxoauMO na cripere nedeHneTo ¢ Japod unu fa NnpoMeHWTE 403aTa, KOATO MnpHeMare, € 3ai1b/DKHTEHO
na ce KoHcyntHpate ¢ Bamusa nekap. BHe3anHOTO npexbcBaHe Ha NEYEHHETO MOXE A YBEJIHUH pUCKA OT
ChPACUHH YCIOXKHEHHS KATO 3aCHIBAHE HA CTEHOKapAHATa, ChpJCUEH MH(papKT, HApYyLUEeHHs HA ChpAeHHHUA
PHTEM H BHCOKO KPBBHO HajsAraHe.

HApyru nekapcrsa n Jlapob
HNudopmupaiite Baiuusa nekap, ako rnpueMare, HaCKOPO CTe NPpHEManH WIH € Bb3MOXKHO
NeKapcTBa, KATO HanpHMeEp:

- JlekapcTBa OT rpynara Ha KajilMEBHTE AHTArOHHCTH, H3MOJ3BAHU 34

3abonsBaHHs, KATO BEpanaMiwi H AWITHA3EM [ 5 2w 1 Lo R
- JlexkapcTBa 3a J€4eHHE Ha HapyLICHH HA CbpPACYHHUA PUTHM, BKIIIOUHATEITHO, llgbrﬂé c’ﬂa’mdji:’{ﬁﬁgﬁﬁhjﬁ _
1 I.:-'" K -',:- ) _-;‘_.:_ :'.- T ¥ . ¥
NlekapcTBa OT rpyrnaTta Ha Oera-OnokepHre NGANES - S




- HopaapenanuH (3a fieueHne Ha HUCKO KPBBHO HAMATAHE MPH HACTBLIIM LUOK), KIOHHWAMH (M3NOo/I3BaH
34 JIeUEeHKeE MOBHILEHO KPBbBHO Hansirane) U MAO-uHXuUOUTOpHU (1eKkapcTBa 3a AeUEHHE Ha AETIPECHH)

- HeeppoMmyckynuu Onokepu, BKIIOYUTENHO TYOOKYpapHH, HM3MNON3BaHU [0 BPEME HA XUPYPrU4HH
OnepalyHy, HIUCKBALLY yTIOHKa

- Hucyaus 1 nekapeTBa 3a MOHWKEHHE HA BUCOKATA KPbBHA 3aXap, KOHTO ce IPHEMAT npe3 ycTaTa

- JIMypeTULIM, KOUTO YBENMUUYaBaT OTAENSHETO Ha Kajiui (JiekapcTBa, KOMTO YBEIUYABAT OTACNAHETO HA
ypHHa)

- KopTukocteponau (JIeKapcTBa, H3MOJI3BAHY 32 JICYEHHE HA alleprud W Bh3NaIMTEIHH 3a6onasaHuns)

- AmdboTepuiiuH B (1ekapcTBO, H3NOA3BAHO NPH MEOHUHN MHDEKLMK)

- Cnaburennu nekaperea (JTakCaTHBK)

- JlekapcTaa 3a JIeUCHHE Ha AenpecHs (KaTO UMHUIPaAMUH U ManpoTUIKH), AHTHXUCTAMMHH, U3M0N3BAHH
3a JieMeHHe Ha anepruM (KaTo acTeMH30l M TepdheHaaWH), XHHONOHOBH AHTHOMOTHLM (KaTo
cnapdiokcauMH), MaKpOAMAHM  aHTHOMOTHLM  (€PUTPOMHLUH), npoOYKOJ,  XaJomepuon,
XanogaHTPUH WIH TEPOAWIHH, ThH KaTO NMPHJIMKEHHETO HA TE3H NeKkapcTBa eaAHOoBpeMeHHO ¢ Jlapob
MOJKE J1a YBE/THYH PUCKA OT pa3sBUMTHE Ha )KHUBOTO3aCTpALIABALLM HAPYILUECHUA HA ChpPJACUHHS PUTBLM.

- AutuaenpecanTH (JiekapcTBa 3a JieueHWe Ha JenpecHsa), OapbutypatH, ¢eHOTHA3HWHHM, ONHOURM
(M3MON3BAHK 33 JIEUEHHE HA eNWIENCHS, HAKOM MCcUXHYHM 3abonssanus ¥ Oonka), nexkapcraa 3a
Je4eHHe HA BHCOKO KPBLBHO HajiAraHe, auypeTHMud (JieKapcTBa, KOMTO YBEIHYABAaT OTIAC/SHETO Ha
ypHHA) WM Ba30AMIATATOPH (ChAOpasluMpABAlllM JIEKApCTBA), ThH KaToO MOXE [Ja CE€ NOJAYyuu
PeKOMEPHO NMOHMKEHHE HA KPBBHOTO HANAraHe

- JMrvTATMCOBH INTHKO3HAH, U3ITOA3BAHH 3a IeYeHUEe Ha ChpAcYHA HEAOCTATBUHOCT

- PesepniuH, KIOHMOMH, anda-MeTWnaona, ryaHdauvH (A3NON3BAHM 3a JICYEHHE HAa BHCOKO KPBLBHO
HanArake) WiK ChbpAeYHH FNHKO3WAMW, Thii KaTO MOXKE Aa UMa JOMMBIHUTEIHO HErATHBHO BIIMAHHE
BbpXY paboTara Ha CbpAEYHUA MYCKYJI

- Bera-2-pelienmnToOpHH 8rOHMUCTH, H3NON3BAHHM 3a JICYEHUE Ha aCTMa H Apyru bemoapobHM 3abonsapaHus

apo0b ¢ XxpaHH, HAMHTKH H AJIKOXO0/JI

Tabnerkure Hdapob ce npuemar uenu Oe3 Aa ce CAHBKBAT.

Hapo6 ue TpaGea Aa ce nmpreMa no BpeMe Ha xpaHeHe. JlapoO He TpabBa na ce npHeMa €IHOBPEMEHHO C
MJIAKO H MJIEYHH DPOAYKTH.

BpemMeHHOCT, KbpMeHe H GepTHIARTET
AKo cre OpeMeHHa HJIH KbpPMHTE, CMATATe, Y€ MOXKE fAa CTe OpeMeHHa WM IUlaHMpaTe OpeMeHHOCT,
NnochBETBaifTe ce ¢ Bawuuda nekap npean ynorpedarta Ha TOBa JTIEKapCTBO.

bpeMEHHOCT

[Topaay nunca Ha OMMT A0 MOMEHTA, CBBp3aH ¢ ynotpefaTa Ha TOBa JIeXapcTBO MO BpemMe Ha OpeMeHHOCT,
Jlapo6 TpsaGBa Aa ce npunara no BpeMe Ha OpeMeHHOCT caMO Cfie/l BHHMAaTe/IHa OLeHKa OT CTpaHa Ha JieKkaps
Ha 110J13aTa OT NPHUIOKEHHUETO.

KbpMeHe
CoTanonos XMApPOXJIOPU, AKTUBHOTO BelecTBO Ha [apob ce otaens ¢ kbpMaTa B 3HAUHTETHH KOJNH4YECTBA.

He ce npenoppuba neyeHue ¢ Japob no speme Ha KbEpMEHE.

QepTUANTET
Jlunceat naHuu ganv Jlapo6 Bnuse Bppxy cnocobHocTTa 3a 3abpeMeHsaBaHe.

lllodpupane n pabora ¢ MAUIHHH
Japo6 Moxe na 3acertHe cnoco6HoctTure Bu na wodupare, na paboTHTe ¢ MalLMHK M Ja paboTHTe B OTIACHH
YCJIOBHA, KOMTO M3HCKBAT NpeaAna3sHU MepkH. Tosa TpaOBa 1a ce B3eMe Mpe/BU[ Hali-Beue B HAMAJOTO HA
ynorpeba Ha ANKOXOJI.

IToMOIIIHH BelecTBa

JlakTo?4a




AKO cTpajaTe OT pedky GOpMHU Ha HAclIeACTBEHA ranakTo3Ha HENMOHOCHMOCT, IThJIEH NIAKTA3EH AEPHLIMT WIH
rII0KO30-ranakro3Ha manabecopbuus Bue He TpaOsa na npuemMare TOBa JIEKapCTBO.

Hatpu#
Tosa nekapcTBO ChABLPIKA NO-Manko ot 1 mmol HaTpuit (23 mg) Ha Tabnerka, T.e. MOXe fa Ce Kaxe, ue
[PaKTU4ECKH HE ChbABPIKA HATPHH.

3. Kak aa npuemate Japob

Buunaru npuemaiite Hapob Touno kaxkto Bu e kazan BammaT nexap. Ako He CT€ CUTYPHH B HEINO, ONUTalTe
Bawus nexap.

[lauuenTy, mpekapany UHGAPKT HA CHPLETO WIM TaKHBA € TeKKa CbpAedUHA HEJOCTATBYHOCT (ChpPAEUHO
3aBonsBaHe, KOETO BOAM OO JieCHa YMOPSEMOCT, 3aiyX, MOJAYBAHE HA IVIE3CHHTE M Jp.) H3UCKBAT
BHHMAaTETHO HAOMIOAeHHE MO BpeMe Ha Nepruoja Ha THTPUpaHe Ha A03aTa Ha ToBa JjekapcTBo. [1o Bpeme Ha
NeYEHHUETO Ca HEOOXOAUMH NEPUOAHUYHH KOHTPOAHH nperneau. [IpekpaTaBaHe Ha eUEHHETO MPHU MaLIHEHTH
CBC ChpAeueH HHODApPKT W/HAM HapyilleHWA Ha CBbpACYHHA PHTBM WAH Cje] NPOAb/DKMTENHA ynoTpeda
TpabBa 71a cTaBa ¢ MOCTENEeHHO HaMaleHHWe Ha A03aTa, Tbi KaTo BHE3aMHOTO CMIHpaHe MOXeE Aa AOBEAC A0
BJIOILIABAHE Ha CHCTOAHUE HM.

[IpenopbunrenHara no3a apob e:

Teocku Hapywienus HA CHPOCYHUA pUMBM C YCKOPEHA CHPOEHHA YeCcmoma, Koumo npouzsusam om
cvpoeyrume xamepu (MedcKu kamepHu maxuxapouu).

Hauanuara gosa e 2 mbTH aHeBHO no eaHa tabnerka Japob 80 mg. [lpu HeaocTaThueH eeKT A03aTa MOXKE
Ia ce yBEMHUH R0 3 IbTH AHEBHO 1o eaHa Tabnetka Japob 80 mg uau 10 2 nvTH AHEBHO no 1 Tabnerka
HNapo6 160 mg. ITpy xkHBOTO3aCTpAlLABALIO0 HAPYILEHHE HA CHPAEHHHS PUTBM (apUTMHA) 103aTa MOXKE Ja Ce
yBesnuuH 1o 6 tabnetku Japo6 80 mg wnu 3 tabnetkn Japo6 160 mg (otrosapswo Ha 480 mg obia nHesHa

nosa Japo6), pasnpeaeneHd B ABa WM TpH eAMHHMHM Npuema. B TaknBa cinyyan tpabsa na ce npeanpueme
yBeldYaBaHe Ha [03aTa caMO KOTaTo MOTEHUHATHATA I10/13a HAABHILIABA PHCKA OT BB3MOXKHH TEXKKH

HCXKCTaHH pCaKIIMH,

H3auckeawu neuenue pumvMHU CbPOeUHU HAPYUWLIEHUR C YCKODEH CHPOEYEH DUMbM, KOUMO npousauzam om
HAOKaMepHume yHacnoyu Ha Chpyemo (CUMNMOMAIMUYHU HAOKAMEPHY MAXUKAPOUL).

Hauannara ao3a e 2 meTH AsesHo no eAHa tabnerka Japob 80 mg. [Ipn nobpa noHocHMOCT U HEAOCTATRYEH
edekT fo3aTa MOXeE J1a ce YBEJIHUH 10 3 NbTH AHeBHO no eaHa Tabnerka /lapo6 80 mg. Tasu nosa He TpadOBa
na 6bge npeBHIIaBaHA NpPH MPHCTBLMHO (MAPOKCHAMANHO) MpPEACHPAHO MBxAeHe. IIpH nauMeHTH C
XPOHMYHO NMpEeAChPAHO MbXKAEHE 403aTa MOXe Jla ce yBenuuu ¢ He moseue oT 160 mg Japo0, npu ycnosue
ye HayaJIHATA /103 Ce € MoHacaAna Jobpe, HO He e Ouna AoCTaThbuHO e(PEeKTUBHA.

Ynorpeta npu aena H IOHOINH
BesonachoctTa 1 eduxacHocTra Ha JJapoD He ca ycTaHOBEHH ITPpH J€LA W IOHOILH Ha BB3pacT A0 18 roauHu.

[IpenophuMTeIHM 1034 NpH HamaneHa ObOpeuHa QyHKIINS
Ako MMaTe HaMaleHa 6p0pedHa QPyHKUMA, ChIIECTBYBA BL3MOXHOCT JIEKAPCTBOTO A C€ HAaTpyna B KpbBTa
Bu npu mHorokpaTHo npunarade. [lopaau ToBa € HeoOXOAMMO N03ara Aa Ce OMpejesd Bb3 OCHOBA Ha
oTac/UTeNHATa QYHKUMS Ha O6b0peka (KpeaTMHHHOB KAHMPDBHC), KATO €€ OTYMTa ChpAEYHATa HECTOTA
(cbpac4HaTa 4ecToTa He TpabBa na Obae nog S0 yaapa 3a MHHYTA) B KIMHUYHHUA €DEKT.

[Ipu naLueHTH ¢ Texka 60peuHa HeAOCTaTBYHOCT ce MpenopryBa NMpunaraseTo Ha lapob na crasa camo
Mnoj 4YecTo MOHMTOpHpaHe Ha enexTpoxapavorpamara (EKI) ¥ Ha cepyMHHTE KOHUEHTpalMM Ha
NI€KapCTBOTO.

[Tpy nauMeHTH ¢ KpeaTHHMHOB KiupbHC > 60 ml/min, apob Tpabsa aa ce npunara

MALUMEHTH ¢ KPEaTHHHHOB KaHpbHC Mexay 30 1 59 ml/min, Japo6 Tpabea na ce np B &2 ubca
[py mauMeHTH ¢ KPEATHHMHOB KIMpBHC Mexay 10 1o 29 mUmin, Japo6 Tpabea jerdi A BdekH
36 no 48 uaca. [Ipu nauMeHTH ¢ KpeaTMHUHOB KIMPBHC < 10 ml/min, no3arta e 661 Ha mﬁa B |
neKkap HHAHBUAYATHO. poa” [ e




Tabnerxure ce npuemar Uenn 6e3 ga ce CALBKBAT.

HenuteaHara yepTa € CaMo 3a yIlieCHABaHe Ha CYYNBAHETO, ako Bu e TpyaHO 1a nmoreiaHeTe ugnara tabnerka.
He npuemaitte dapo® no speMe Ha XpaHeHe, TbH KaTO YCBOABAHETO HA AKTHBHOTO BELIECTBO COTAJIOJIOB
XHAPOXJIOPUA NIpe3 CTOMALIHO-YPEBHUA TPAKT C€ HAMANABRA NPU €AHOBPEMEHHHMA NPUEM Ha XpaHa (0cobeHo
MJIIKO U MJIEYHH NPOAYKTH).

Ho3aTta Ha Jlapo6 He TpsabBa na ce nosHIaBa rnpeau MauMeHTsT Aa € Oua Ha ieyeHHue Hal-Mako JBa A0 TpH
IHH.

AKo cTe npHean noseue oT neobxogumaTta no3a Japod

AKo cTe npuenu noseve Heodxoaumara Ao3a Hapob oTkonkoto Bu e 6o npeanucano (CHTyauus U3BecTHa
KaTo Mnpeac3upaHe), cebpkere ce HezabasHO ¢ Bamus nekap unu otunere HezabaBHO A0 Hai-OIM3KOTO
neyeOHO 3aBeicHHE, KATO HOCHTE ChC cebe CH ONMaKoBKATa Ha IEKapCTBOTO.

CneasuTe CUMITOMH ¢a BLIMOXKHU CNOpPEN CTENEHTa Ha Npeio3upaHe:

3abaBeH cbpaeueH putsM (Opanmkapaus), 3acToiiHa CBPACYHA HEAOCTATHYHOCT (CBpACYHO 3abonspaHe,
KOETO BOAM AC JIECHA YMOPAEMOCT, 3a1yX, MOAYBAHE Ha TJIC3eHMTE H Ap.), CTAJaHE Ha KPBBHOTO HANATAHE
(XMNOTOHHA), 3aTPpyAHEHO AMILAHE WIM XpHnTeHe (OpOHXOCMa3bM) H HAMANICHHE HA KOHLICHTPALMATA HA
KpbBHATA 3axap {(XHMOINHKEMHs), MPOMEHM B efeKTpokapauvorpamara (yabmkasaHe Ha QT-uHTepBana,
paHHH KaMepHH KOMIUIEKCH), YCKOpeH CBbPACYEH PHTBHM, KOMTO MNpOoM3IM3a OT KamMepure (kKamepHa
TaXUKapAus ), )KUBOTO3aCTpALIABALI0 HApYLIEHHE HAa ChpaeyHHA pUTEM (torsades de pointes).

AKO cTe nponychaau aa npuemere Japob

Bue Tpabea na npuemare [apo6, taka kakto Bu e npeanucaH. Bbripekd TOBa, akO NpPOMyCHETE 1034,
B3eMETe f BelHara uIOM C€ CEeTHTE, OCBEH B clyudauTe, KOraTto Bede ¢ HaOAmKKIIO BPEMETO 3a cleaBauiara
nosa. ToraBa npHemeTe Hanpaso cieiBauiata Ao3a. He BlemadTe asoiHa A03a, 32 Aa KOMMEHCHpare
[IpONYyCHATAaTa 1034,

AKo cre cnpesu npuemMa Ha Jlapo®

He npexncraiiTe, He npexparsaBaiite neuenuero ¢ Jlapo® M He npomeHsHnTe noszara Ha Jfapob Oes
KOHCYNTauua ¢ Bawus nexap.

Bre3anHoTO nNpexbCcBaHE HA JIEUEHHETO MOXKE A3 YBE/IMUM PHUCKA OT ChpHEHHH YCJIOXKHEHHS KATO rpbiHa
Oonka, HHQApKT Ha CHPLETO, HAPYLUEHHUS HAa ChPICYHHS PHTHM U BUCOKO KPBLBHO HalnsATraHe.

AKO MMaTe HAKAKBH AOMBJHHUTENIHH BBMNPOCH, CBBLP3aHM ¢ ynorpebara Ha TORa JIEKAPCTBO MONUTANTE
Bamus nexap.

4. Bb3MOXXHE HeXKeJIJAHH PeaKIiHH

KakTo BCHYKH CKapCTBa, Jlapoﬁ MOXKE 4 MNPpEIH3BHKa HCOXKCNAHH PCAKLUHH, BBIIPCKH HE€ HC BCCKH TH
noany4yaea.

B13MoKHE HeXe/1aHH JIEKAPCTBEeRH peaKlHH NpH npuem Ha Jdapob:

Uecmu nexceaanu peaxyuu (Mozam da 3acezram mexcoy [ na 10 nayuenma, na ecexu 100 aexyeanu):

- TpesoxnocT, 00bpKBaHE, NPOMEHU B HACTPOCHHETO, HAPYLUCHHUA B ChHA, AETIPECHS

- Buesanna 3aryba Ha  cb3HaHHe  (CMHKOIT), IPECHHKOfl,  3aMafHOCT,  rnaBodonue,
U3TPBIBaHe/MpaByUKaHe N0 KpaHHALUMTE (apecTe3HH)

- JXXusoTo3acTpallaBalio HapylleHHe HAa ChpAeUHHUS PUTBM, HapedeHo torsade de pointes, HapylLEHHA
Ha ChpAeYHHA pUTHM (apuTMuA), rppaHa Honka, ofoCTpsHe Ha ChpAeyHA HEAOCTATHY
saGossiBaHe, KOETO BOAM JIO JIECHA YMOPAEMOCT, 3ajyX, MOXYBAHE Ha INEICHUTE |
chpaeudeH pUTEM (Opaaukapaus), MpecKayaHus Ha ChpLETO, Yab/kaBaHe Ha QT
B €JIEKTPOKapAHOrpaMaTa), HapyLueHHe Ha aTPHMOBEHTPHKYIAPHOTO NpOoBeXIa
ChbpIOEYHHA PHTBM), KamMepHa Taxukapausa (yCKopeHa CbpleuHa 4ecToTa,
ChPJIEYHHTE KAMEPH), 0OOCTPAHE Ha rpbAHa DoJiKa




- Ob6octpaHe Ha 3abonsaBaHe, NPUUMHEHO OT CTECHEHHE Ha KPbBOHOCHHTE CHAOBE HA KPAKaTa U phLETE
(nepudepHa oKny3uBHA DoecT), CTyAeHY KpaiHHLIN

- 3aayx (aucnHes)

- KopeMmnua 6onka, rageHe, NoBpblllaHe, IHapHs, OO XpaHOCMKUIIAHe, MOAyBaHe Ha Kopema

- KoXXHH peakUHH |

- MyCKyaHH criasMu

- HMIoTeHTHOCT

- YMopa, obocTpaHe Ha cnabocT, NOBHLIIEHA TEMNEPATYPA, OTOK

- HamaneHue Ha KpbBHOTO HaJsIraHe

C_neuzeecmuna vecmoma (om Haauunume OanHu He Modce O0a_6boe HanpageHa OWEeHKA KOAKC 4ecmo ce

npOAGKBAM 8 X00a HA NeYEeHUEMO).

- YBenuueHHE Ha CTOMHOCTHTE Ha OOLUMA XONEeCTepOn H TPUIIHULIEPHAMTE, NOHWKABAHE Ha «A00pHA»
xonectepos (HDL xonecrepon), HaMasieHue Ha CTOMHOCTHTE Ha KPbBHATA 3axap (XMIOTIIMKEMHS )

- XamouuHaluy, HeoOHM4YaHHU CbHUILA

- 3auepBABaHE M BB3INAICHHE HAa MOBBLPXHOCTTA HA OKOTO M POroBMNATa (KEpaTOKOHIOHKTHUBMT),
3aMBIJIEHO 3pPEHHE, 3a4EpPBABAHE W BL3NAJICHHE HA JNMraBMLaTa Ha Kienauure (KOHIOHKTHBMT),
HaMalssBaHe Ha CITB3HHUA ceKpeT (0Co6eHO NpH NalUMeHTH, KOUTO NMON3BAT KOHTAKTHM J1eLiH)

- Cnupane Ha CbplUeTO (CBpPAEUEH apecT)

- CyxoTa B ycTaTa

- Koconan

- IIpekoMepHO H3NMOTABAHE

- Heobuuatino HUCKH HHMBa HA TPOMOOLIMTHTE, H3BECTHH KAaTO KPBBHH IUIOUYHLM, B KPBBTA

- JlekapcTBa, xouTo Onokupar OeTa-peLenTOpPUTE B OpraHM3Ma, MOraT Aa TPEAH3BUKAT KOXKHO
3abonsaBaHe, KOETO NpoTHya ¢ OOPHUBH, HAPEUEHO NCOPUA3UC, 13 YTEXKHAT CUMITOMHUTE Ha TOBA
3a00nABaHe UK 1A AOBEAAT 10 KOKHU 0OpUBH, NOAOOHM Ha TE3H IPH NCOPHABHC.

CrofmaBane HA HEXKESIAHH PEAKLIHH

AKO TONYy4YUTEe HAKAKBH HEXENaHH JIEKAPCTBEHU peakLMH, yBeaoMere Bamuna nekap. Toea BIOUBa BCHUKH
BL3MOXKHH HEONMHCAHW B Ta3M JIMCTOBKA HeXeNaHW peakuun. Moxere ¢puio ga cpobluMTe HEexenaHu
peaKiluM JHPEKTHO Ype3 HaHOHAJIHATa CHCTEMA 38 ChoOlaBaHe:

HanbnHuTeNHA areHLiMA 10 JIEKapCcTBaTa
yi. ,,Jlaman I'pyes” Ne 8
1303 Codus

Ten.: +359 2 8903417
yebcaiT: www.bda.bg

Karo chobmaBare HeXenaHW peaklMH, MOXeTe [a Jalere CBOA IPUHOC 3a MONy4YaBaHE Ha [1OBeYe
uHdOpMalHg OTHOCHO ©€30NacHOCTTA Ha TOBA JIEKAPCTBO.

5. Kak aa chxpanssate Japob
To3u nekapcTBeH NMPOAYKT HE M3HCKBa CIICLMANIHH YCIOBHSA 3a ChXPaHEHHE.
Jla ce cpxpaHsaBa HA MACTO, HEJOCTHITHO 3a ZeLua.

He wanonspaiite apo6 cnea cpoka Ha rogHoct ordOena3adH BBPXY KapToHeHaTa orakoBka. CpokbT Ha
rOAHOCT OTrOBapA Ha MOCJAEAHHA AEH OT NOCOUYEHHA Mecell.




Kakspo coabpxa dapod 80 mg
- AKTHMBHOTO BellecTBO e: cotanonoB xuapoxjopua (sotalol hydrochloride). 1 Tabnetka cnabpka
80 mg coTaNoNoB XUAPOXJIOPHL.
- Jlpyrure cbCTaBKHM c€a: JIaKTO3a MOHOXMApAT, LAPEBUYHO HHIUECTE, XHWIPOKCHIIPOIHIILENYJIO3a,
HATPUEB HHUILECTEH FaMkonar (TvMn A), 06€3BOACH KOJOWOAIEH CWIHLHEB AHOKCHA, MAarHe3UEB
creapar.

Kax n3rnexna Japo6 80 mg u kakBo ¢baLPKa ONAKOBKATA
benu, oOnu Tabnerku, M3MBbKHAIY OT €HATA CTpaHa ¢ Haamuc ,,80” M IKMpOKa AENUTENHA YepTa OT ApyraTa
CTpaHa.

Bcaka onakokara ¢eabpxa 20 tabnerku wnu 50 tabnetky.
Tabnetrkute ca onakosaHu B PVC/anyMuHueBy 61MCTEpH, TOCTABEHHU B KAPTOHEHA CrbBAEMa KYTHS.
He BcHukH BHI0BE ONAKOBKMA Morat aa 6saaT rnycHaTt B npoaaxda.

IIpurexkaTes HA pa3speiieHHETo 3a ynoTpeda H NPOH3IBOAHTEN
Ipumeocamen na pazpewenuemo 3a ynompeba.

Maiinan EOOJ1

Od¢uc crpana ,,Cepanxa opucu*

bya. CutHakoBo Ne 48, et. 7

1505 Codus
bwnrapus

IIpouszeooumean:
Mylan Hungary Kft.
Mylan utca 1

Komarom, 2900
YHrapus

3a aonbaHUTeNHa HHPOpMaLMA OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJIA CBBPXKETE CE C JTOKANTHUA
MpeCTABUTEN HA MPUTEKATENAs Ha pa3pelleHUeTo 3a yrorpeda:

brarapus
Maiinan EOO/]
Ten. +359 2 44 55 400

JdaTa Ha nocnaenHo NpepasraexkiaHe Ha JHCTOBKATA
mapt 2025




