JlucToBKa: I/IH(l)OpMaIII/Iﬂ 3a MalMeHTa

Cobukop 2,5 mg punMupanu TabaeTku

COﬁI/IKOﬁ 5 mi ﬁMHMI/IﬁaHI/I Ta0IEeTKU

On3ompoinonoB gymapar

Sobycor 2.5 mg film-coated tablets
Sobycor 5 mg film-coated tablets

bisoprolol fumarate

IIpoyeTeTe BHMMATEJIHO LSAJIATA JJUCTOBKA, IPEIM A2 3all04HeTe 1a IpHeMaTe TOBA JIeKapcTBo,

Thi KaTO TH ChAbPKka BaxkHa 3a Bac nagopmanms.

- 3ama3zere Ta3u JUCTOBKA. MOJKe J1a ce HAJIO0XKHU J1a sl IPOYETEeTe OTHOBO.

- AX0 MMaTe HAKAaKBH TONBIHUTEIHH BBIIPOCH, IToNUTaiTe Bamms nexap unu hapmaresT.

- ToBa J1lekapcTBO € MPEANKUCaHo eUHCTBEHO U JIMYHO Ha Bac. He ro npeoTcrbnBaiite Ha Apyru
xopa. To Moxe 1a UM HaBpeay, HE3aBUCUMO Y€ MPU3HALUTE Ha TAXHOTO 3a00JsIBaHE Ca CHIIUTE
KakTo Bammure.

- AKO NOJTy4uTe HIKaKBU HEXEJIaHU JIEKaPCTBEHU peakluu, yBeoMeTe Bamms nexkap win
(bapmanieBT. ToBa BKITIOUBA ¥ BCHYKH BB3MOKHU HEXKEJIAHN PEaKIMH, HEOMCAHU B Ta3n
nucroBka. Bukre Touka 4.

KakBo cbhaBpika Ta3u JUCTOBKA

KaxBo npencraisiBa COOMKOp U 3a KaKBO CE H3IIOJI3BA
Kakgo Tpsi6Ba na 3Haere, npeau aa npuemere CoOUKOp

Kak na npuemare Cobukop

BB3MOKHU HEKETTaHU PEeaKIiy

Kak na cexpansiBare CoOukop

ChIbprkaHue Ha OTTAKOBKATA M AOITBJIHHUTEIHA HHPOPMAIIUS

AN S e

1. Kaxkso npencraBiasBa Co0UKOp ¥ 32 KAKBO ce U3M0JI3Ba

JlekapctBenoto BemiectBo B Codukop e Guzorposton. buzonposon cnaga kbM rpyna jgekapcTsa,
HapedeHu Oeta-01okepu. Tesn nekapcTBa BIMSAT BBPXY PeaklusaTa Ha OpraHi3Ma KbM HIKOW HEPBHHU
HMITYJICH, TIO-CIIEIaIIHO B ChpLETO. B pesynrat Ha ToBa, OU30mpos10n 3a0aBs ChPIEYHUS PUTHM U
TaKa ce yBelnJaBa e(peKTUBHOCTTA Ha CHPIETO IIPH M3IOMIIBAaHETO Ha KPBBTa. B chIoTo Bpeme
HYXJaTa OT KUCIOPOJ U KpbBOCHAO sIBaHEe HA MHUOKap1a HaMaJsiBarT.

ChpeuHa HENOCTAThYHOCT HACTHIIBA, KOraTO CHPASCYHUSAT MYCKYII € ¢1a0 U He MOJKe J]a W3MOMITBA
JIOCTaThUHO KPBB, 32 ]a OTTOBOPH Ha HY)KAUTE HAa OpraHU3Ma.

CobuKop ce mpuiara npu:

- HOBUIIECHO KPHBHO HAJSITAHE (XHIICPTOHUS )

- JIeYeHUE HA aHTHHA IIEKTOPUC (CTEHOKAPIHs)

- JedeHe Ha CTa0WITHa XpOHUYHA ChpleuHa HEJOCTaThYHOCT. TOH ce M3MojI3Ba B KOMOWHAIHS C
JPYTH JIEKapCTBA, HOAXO/ISIIN 3a TOBa CheTosiHUE (KaTo ACE-MHXHONTOPH, ANYPETHIN U
ChPCUHU TIUKO3U]IN).

2. Kakso Tps0Ba 1a 3Haete, npeau Aa npuemere Codnkop
He npuemaiite Cooukop

He HpHeMaﬁTe CO6I/IKOp, aKO HAKO€ OT CJICAHUTC CbCTOAHUA CC OTHACA A0 Bac:
- AKO CT€ aJICPrUIHU KbM aKTUBHOTO BE€HICCTBO HUJIKM KBM HAKOSA OT APYTUTE CbCTAaBKH HAa TOBa



JekapcTBo (M30pOEHU B TOUKa 6),

- TEXKKa acTMa,

- CEpHO3HU MPOOIEMH, CBBP3aHU C KPBBOOOPBILEHHETO Ha BammTe kpaitHuIm (KaTo Hanpumep
cUHIpOM Ha PeiiHo), kouTo Morar a 1oBenar A0 TAXHOTO U3TPBIIBaHe, OJIe0CT UK
MIOCUHSIBaHE,

- HEJICKyBaH (eOXpOMOITUTOM, KOMTO € PSIKO CpellaH TyMop Ha HagOBs0pedHara xiesa,

- MeTabOJIMTHA ali103a, KOSTO € ChCTOSHHE Ha ITOBHIIICHA KUCEINHHOCT Ha KPBBTA.

He HpHeMaﬁTe CO6I/IKOp, AKO UMAaTe HAKOC OT CIICAHUTEC CbpACUHUN 3a00JIIBaHMS:

- OCTpa CbpAC€YHa HEAOCTATHYHOCT

- BJIOoMIaBalla Cc€ CbpA€YHa HEAOCTATHbYHOCT, M3UCKBAIlla MHTPABEHO3HA TEpAIUsa CbC CPEIACTBA,
IMOoBHIIaBaIu CyUjiaTa Ha CbPACHYHUTE KOHTPAKIINHU,;

- TNOHM)KaBaHE Ha KPbBHOTO HAJIATAHE

- HAKOU CbpACYHU CbCTOAHUS, BOACIIN OO OaBeH WIH HEPABHOMEPEH CHPACUCH ITYJIC

- KapaAnuOICHEH IIOK, KOWTO € OCTPO CE€PUO3HO CHbPACIYHO CBCTOSAHUE, BOACIIO 10 HUCKO KPBBHO
HaJIAraHe U HUPKYJIATOpHA HEAOCTATBYHOCT.

IpeaynpexneHust ¥ NpeaINna3sHu MepKH

YBenomere Bamms nekap wiu gpapmanesT, npean aa npuemere CoOukop. AKO HAKOE OT MO-I0ITy

n30pOEHUTE CHCTOSHUS ce OTHacs 10 Bac, yBenomere Bamms nexap, Moxxe 1a ce HaJloXKaT CreUaTH

MpeANa3Hu MEepKH (HarpuMep Ha3HaYaBaHe Ha JOMBJIHUTEIHO JICYEHHE MM U3BBPIIBAHE Ha MO-YECTH

W3CTIeIBaHus ):

- nunaober,

- rJlaflyBaHe,

- HSKOM CHPJCYHH 3a00JIsIBaHUS KaTO HApYIISHHs Ha ChbPACYHUS PUTHM MJIM CHIIHA OOJIKa B
BPAUTE NP TMOKOM (aHrHHa Ha Prinzmetal),

- O0BbOpevHN WM YepHOAPOOHHU POOIIEMH,

- npo0seMu B KpbBOOOPAILIEHUETO Ha KPalHUIIUTE ChC CPEeHA TEXKECT,

- OpoHXxHalHa acTMa CbC CpeAHa TEXKECT WIM XPOHUYHO 0en10aApoOHO 3a00sBaHe,

- JOCIECT KOXKeH 00pHB (IICOpHA3NC),

- TyMOp Ha HaOBOpeuHara xie3a (PeoxpoMOIUTOM),

- 3a00JIsIBaHe HA IUTOBUIHATA JKIIE3a,

- 'bpBa CTEIEH ChpJieueH OJIOK (ChCTOSHUE, TIPH KOETO Ca HAPYIICHH HEPBHUTE CUTHAIN KbM
CBPIIETO, BEPOSITHO BOJIEIIIO Jia MPOITyCKaHe Ha yaap OT BpeMe Ha BpeMe WU OMe HEPUTMUYHO).

OcaeH TOBa yBeoMete Bamms nekap, ako Bu npencrou:

- JeceHcuOmIn3upalla Tepanus (HalpuMep 3a IpefoTBpaTaBaHe HAa CEHHa XpeMa), Thil KaTo
CoOukop Moxe 1a ToBee O T0sBa Ha allepruyHa peakiysl WK 1a YBEIUYH TeKecTTa u;

- aHecTe3us (Harp. nopagu oneparys), Thil karo CoOUKOp MOXKE /1a IIOBJIMsE Ha peaklusITa Ha
oprann3sma Bu npu Tasu nponenypa.

Apyrn nexkapcrBa u Coduxop
Kaxere Ha Bamms nexap unu papMalieBT, ako npreMaTe, HaCKOpo CTe MPUEMAaIH WK € Bb3MOXKHO J1a
IIpUeMeTe IPyTu JIeKapcTBa.

He npuemaiite cinennure sekapcrsa cbe Cobukop Oe3 crenunaneH chBer 0T Bamms sgekap:

- Hsixou nekapctBa, H3MOA3BAHM 32 JICUCHUE HA HEMPABUIICH UITH HEOOMYACH PUTHM Ha CHPLETO
(Knac I aHTHapUTMHUYHY JIEKapCTBa, KATO XUHUANH, TH30MUPAMHE]L, JTUIOKAHH, (EHUTOHH;
(aexannmnn, nponadeHoH).

- Hsikou siekapcTBa, U3MOJI3BaHH 32 JICUCHHE HAa BUCOKO KPBBHO HAJITaHe, aHTMHA IEKTOPHC WITH
HEPUTMHUYHA ChPACYHA JCHHOCT (KaIIHEeBU aHTATOHUCTU KATO BEpANaMmI U JHITHA3EM).

- Hsikou niekapcTBa, U3MOJ3BAHHM 32 JICYCHHE HAa BUCOKO KPBBHO HAJIATaHE KATO KJIOHUANH,
METHJIJIOIa, MOKCOHUIMH, PUIIMEHUANH. BhIpekd TOBa, He CIIMpaiiTe MpUeMa Ha Te3u
JiekapcTBa, 0e3 1a ce KoHcyTHpare ¢ Bamms igekap.




KoncynTupaiite ce ¢ Bamus siekap, npenu 1a nprueMare cleIHUTe ekapcTBa cb¢ COOMKOp; MOXKe Jia

ce Hajloku Bamuar nekap Jia npoBepsiBa ChbCTOSIHUETO By mo-yecTto:

- Hsikou j1ekapcTBa, U3MON3BaHM 32 JICUEHUE HA BUCOKO KPBBHO HAJISITAaHE WIIM aHTMHA IIEKTOPHC,
WM HapyLIECH ChPJCYeH PUTHM (IUXUAPOMUPUANHOB THIT KAILHUEBH aHTarOHUCTH KaTo
HUpeaUNUH, (ETOAUITUH 1 aMIIOIUITNH ).

- HSIKOM JIEKapCTBa, KOMTO C€ M3II0JI3BAT 3a JIEYEHHE Ha HEPABHOMEPEH WM HEPUTMHUYEH
ChbpeueH MmyJic (AHTHAPUTMUYHHU JIEKapCTBEHU cpezcTBa Kkiac [II kato amuonapon)

- Hsxon nexapcTBa, H3IIOI3BaHU 32 JICUCHHE Ha HENPAaBIIICH WM HEOOWYaeH ChPICUCH PUTHM
(xnac Il aHTHAPUTMUYHU JIEKapCTBa KaTO aMHOAPOH).

- Bera-6sioxepu ¢ oKaIHO NpUIIOKEHHE (HATIP. OYHU KallKY 32 JIeUeHHEe Ha TIIayKoMa)

- Hsikou 1ekapcTBa, KOUTO ce M3IION3BAT 3a JieueHHe Ha O0ecT Ha AJxaiiMep WK 3a JeUeHne
Ha riaykoma (11apacuMIaTOMUMETHIH , TAKWBA KaTO TAKPHUH WM KapOaxoil) WK ce U3Mo3aT
IpY KPUTHUYHY CUTYallMH 3a J€YEHUE Ha OCTPHU ChPAECYHU IIPOOIEeMH (CUMIIATOMUMETHUIIH KaTO
W30MPEHAINH U J0O0YyTaMUH)

- AHTUIMA0ETHY JIEKapCTBa, BKIIOUUTEIHO UHCYJINH

- AHecteTHLU (HAIp. [10 BpeMe Ha XUPYPIUYHU OINIEpaLin)

- Jururanuc, U3Moa3BaH 3a JeYeHUe Ha ChplieuHa HEe10CTaThYHOCT

- Hectepounuu npotuBoBb3nanurentu Jexapcrsenu cpencrsa (HCIIBC), usnonspanu 3a
JIieYeHUE Ha apTPUT, OOJIKA WK BB3NaneHue (Hamp. u0ynpodeH, TMKIodeHaK)

- Bcsiko iekapcTBO, KOGTO MOXKE J1a OHMKH KPBBHOTO HAJATAHE KaTO JKEJIAH WM HeXKeNlaH
e(eKT, KaTO aHTUXUIIEPTEH3UBHU JIEKAPCTBA, HAKOU JICKAPCTBA NPH Jenpecus (TPULUKINIHHA
AQHTUJETIPECAHTU KaTO UMUIIPAMUH WM aMUTPUIITHIINH), HAKOH JIEKApCTBa, KOUTO Ce Ipuiarar
3a JIeYeHNe Ha eMIIETICHs WU 110 BpeMe Ha aHecTte3us (0apOuTypaTtu kaTo peHobapOuTan) miu
HSIKOM JIEKapCTBa 3a JICYEHHE Ha ICUXUYHU O0JIECTH, KOUTO CE XapaKTepU3upar ¢ JIMICca Ha
npeAcTaBa 3a pearHocTTa ((PeHOTHA3UHM KaTO JIEBOMENPOMA3HH ).

- MehaoKuH, H3MOI3BaH 3a NPO(MIAKTHKA WIN JICYCHHE Ha MaJapusl.

- JlekapcTBa, 3a JJe4eHHE Ha JACTPecHs, HApeuyeHH HHXUOUTOPH Ha MOHOAMHUHOOKCHAa3aTa (C
nskioueHre Ha MAO-B HHXHOUTOPH) KaTO MOKIOOEMHUI.

- MoxcucuauT, KOWTO ce N3IM0J13Ba 3a JeUeHHE Ha LIUPKYJIaTOpHU poOJIeMu, KaTo CUHIPOM Ha
Peiino.

BpemMeHHOCT M KbpMeHe

CobIecTByBa pHCK, Y€ H3M0JI3BaHeTo Ha COOMKOp Mo BpeMe Ha OPEeMEHHOCT MOXKe Jia HaBpeIu Ha
0ebero. Ako cTe OpeMeHHa WM KbPMHTE, CMSITaTe, Y€ MOXKeE Jia CTe OpeMeHHa WK IUIaHupare J1a
3abpemeHeere, nonuraiite Bamms nexap uiu ¢papManeBT, Ipeay Ja 3all0yHeTe J1a IpueMare ToBa
nexapcTBo. TOW WM TS 1L peln Aajau Moxe qa npuemare CoOMKOp Mo BpeMe Ha OPEeMEHHOCT.

He e u3BectHO nanu 6u30mposios npeMuHaBa B kbpMara. ETo 3aiio, He ce penopbyBa KbpMeHe 110
BpeMe Ha JiedeHneTo cbc CoOuKop.

Jlena u roHomIH
He ce mpenopwuBa ynorpedata Ha CoOUKOp MpH Jiela U FOHOIIIH.

lodupane u padora ¢ MAIIUHA

Cnioco6HOCTTAa 32 moupaHe WK paboTa ¢ MAIIMHA MOJXKE Jia Ce MOBJIUSIE B 3aBUCHMOCT OT
MoHOCUMOCTTa By KbM JeKapcTBOTO.

Moussi, 00BbpHETE CHIEIMATHO BHUMAaHNE B HAYAIOTO Ha JICYEHUETO, PU YBEIMYaBaHe Ha 103aTa WIN
MIPEMUHABAHE KbM JIPYTO JIEKAPCTBO, KAKTO U NPU EJHOBPEMEHHA yroTpeda Ha alKoXoJ.

Co0uKop cbabpka HATPUH

ToBa nexapcTBO chaABpKa MO-Masko oT | mmol Hatpwii (23 mg) Ha /1032, T.€. MOKE /1a Ce Kaxe, ue
MIPAaKTUYECKH HE ChABPKA HATPHA.

3. Kak 1a npuemare Cooukop



Bunaru npuemaiite ToBa JeKapcTBO TOUYHO KakTo BammsaT jgexkap win ¢papmaneBt Bu e kazan.
Koncynrupaiite ce ¢ Bammst nekap wii hapMarieBT, ako 3a HEIo He CTe CUTYPHHU.

[Ipuemaiite TabaeTkata ¢ BoJa, CyTpuH, ¢ win 0e3 xpaHa. He uynere u He qpBUeTe TabseTKAaTa.
JleuenneTo cbec CoOMKOP M3MCKBA pelOBHO HabMoAeHHe oT Bammus nexap. ToBa € ocodeHo
HEOOXOJMMO B HAYAJIOTO Ha JICYEHHETO, TI0 BpeMe Ha MMOBUILABAHE Ha 103aTa, a ChLIO H KOraTo
CHMpare JIeYeHUETO.

Jleuenuneto cbc CoOUKOP OOMKHOBEHO € ABITOCPOYHO.

XUIEPTOHUA U CTEHOKapAUs

Bb3pacTHH, BKJIIOYHTETHO B CTAPpYeCKa Bb3pacT

Jo3zara Tpsa0Ba na ce agantupa uHAMBHAyaHO. OOnuaiinaTa qHeBHa no3a ¢ 10 mg Ouzomnposnoi.

B 3aBuCHMOCT OT TOBa KOJIKO T0Ope Ce MOBIHSABATE OT JIGKapCTBOTO, BammsT gekap Moske J1a pemy Ja
HaMaJy Jo3aTa 0 5 mg Wik MOXKe Ja peru Ja s yBeauuu 1o 20 mg. Jlo3ara He TpsOBa Aa HaBUILIABa
20 mg B eIUH JIeH.

CrabuiiHa XpOHHUYHA ChPAEYHA HEAOCTATHYHOCT

Bb3pacTHHN BKJIIOYNTETHO B CTApPYeCKa Bb3pacT

JledenueTo ¢ Ou3omnposio TpssOBa Ja 3aMoyYHe ¢ HUCKA /1032 U MOCTETICHHO Ja CE YBEIIN4aBa.

BammsiT nexap 1ie peiu Kak Jia ce yBeJIU4Hu J103aTa, U TOBa OOMKHOBEHO CE MPaBH 110 CJICHUS HAYKH:
- 1,25 mg 6uU30MpoI0J BEJHBK JHEBHO 32 €/{HA CSAMHUIIA

- 2,5 mg OU30MpOoJI0N BEAHBK THEBHO 32 €HA CEIMHILIA

- 3,75 mg OM30mpOIION BEAHBK JHEBHO 32 €JHa CEAMHIIA

- 5 mg OU30MPOIION BEIHBK JHEBHO B MPOIBIDKECHUE HA YETHPU CEIMUIIN

- 7,5 mg OGU30MPOIION BEAHBXK JHEBHO B POIBIDKEHIE HA YETHPH CEIMHUITN

- 10 mg OM30mpPOIION BEHBK JTHEBHO 3a MOIbpKaIla (TEKyIla) Teparnus.

MaxkcumaiHaTa npenopbyiTenHa JHeBHa 103a € 10 mg ouzomnposon.

B 3aBucuMOCT OT TOBa KOJIKO JJOOPE Ce MOHACS JICKapCTBOTO, BalmsT Jiekap MOKe Ja peliu jaa
YABIDKYA BPEMETO MEX/1y TIOBHUIIABAHETO Ha J103aTa. AKO ChCTOSTHHETO BU ce BJIOIIM WITH JIEKapCTBOTO
HE ce MOHACs, MOXeE JIa € He0OXOAMMO HaMaJIsiBaHe Ha J[03aTa OTHOBO WIIM /1 C€ MPEKBHCHE JICUYESHUETO.
[Ipu HsKOW MaMEeHTH MOAIBbPIKAIIA /1032, MO-HUCKa oT 10 mg Ouzonposon, Moxe na Obae
noctaTbuHa. BammsT nekap me Bu kake kakBo 1a mpaBuTe. AKO TpsOBa /a ce CIipe JIeUeHUETO
u3nsio, Bammsat nekap oOMKHOBEHO 1iie Bu nochBeTBa Jja HaMansiBaTe J103ara MOCTENeHHO, Thil KaTo
B IIPOTUBEH CIy4ail ChCTOSTHUETO Bu MoXe J1a ce BIoLIn.

Yrnorpeba npyn NanueHTH ¢ YepHOAPOOHO W/ MM ObOPEeYHO YBpekaaHe

[Tpu nmamuenTy ¢ Jieka 10 yMepeHa CTeleH Ha yBpekJaHe Ha ObOpedHara uii YepHoApoOHaTa
(GyHKLMS OOMKHOBEHO HE ce Hajlara aJanTHpaHe Ha J103aTa.

[Tpu nanuenTy ¢ TexKo ObOPEUHO yBpekaaHe (KpeaTHHHHOB KIMpbHC <20 ml/min) ¥ mpu NanueHTy ¢
TEXXKO YepHOAPOOHO YBpeKAaHe ce MPenopbyBa Ja He Ce HaJlBUIllaBa JHEBHA J103a oT 10 mg
OM30TPOIIOI.

Ynorpeba npu Aena u IOHOIIH
CoOuxop He ce mpernopbuBa 3a ynorpeda npu aeua.

Ako cte npuesi noseye CodHUKOp OT HeoOX0AMMATA 1032

Axo cte npuenun noBeue CoOukap, OTKOIKOTO TpsiOBa, He3a0aBHO yBenoMere Baius siekap. Bammst
JIeKap IIe Pellld KaKBU MEPKHU ca HEOOXOAMMHU.

CuMnToMuTe Ha MPEJO3UPaHE MOTAT Jla BKITIOYBAT 3a0aBsHE HA ChpJIcYHATA YECTOTA, CHITHO
3aTpPyJHECHO IUIIaHe, 3aMaiiBaHe WK TperepeHe (Mmopajyu HaMarieHa KpbhbBHA 3axap).

AKo cTe mponmycHaJm 1a npuemete CoOuKop
He B3emaiiTe 1BoiiHa 1034, 32 ]a KOMIIGHCHpATE IpoITycHaTara 103a. Bemere oOnyaiiHara 103a Ha
clie/iBaIiarTa CyTpuH.

Axo cte cnpesau npuema Coonkop
Huxora He cnipaiite na npuemate CoOUKOp, OCBEH 10 JieKapcKka MpeneHka. B npoTuBeH ciayvait



cheTosiHUeTO Bu Moxe 1a ce Biomm. Oco0eHo Npy NaIlMeHTH ¢ UCXeMUYHA OOJIECT Ha ChPIIETO,
JIYEHUETO He TPsIOBa J1a ce MPEeKbCBa PSI3K0. AKO ce 0OMUCIIS CITUpaHe Ha JIedeHHeTo, BammsT ekap
e Bu nockBeTBa 1a HaMansBaTe q03aTa MOCTEIEHHO.

AKO MMaTe HIKaKBU JIOMBJIIHUTEIHU BBIIPOCH OTHOCHO yroTpedara Ha TOBa JIEKapCTBO, MOMUTANTE
Bamms exap wim papmarieBr.

4. Bb3MOXKHU HeKeJIaHU peaKkiun

KakTo BcuukM neKapcTBa, TOBA JIKAPCTBO MOXKE JIa MPEAU3BUKA HEXKETAHU PEAKIIMU, BBIIPEKU Y€ HE
BCEKHU T'H MOJTy4YaBa.

3a ;a mpenoTBpaTUTE CEPHO3HU PEaKIIii, TOBOPETE BEJHAra C JIeKap, aKo HIKOS OT HEXKEITaHNUTe
peaKIuu € TeXKKa, HACThIIU BHE3AMHO WK ObP30 ce Biolm. Hali-cepro3HuTe HexXellaH! PeaKkiiuu ca
CBBP3aHH ¢ PYHKIMATA HA CHPIIETO:

- 3abaBsiHE Ha ChpJedHaTa YecToTa (Moke aa 3acerre 7o 1 Ha 10 mymm)

- BiiomaBane Ha chpiedHaTa HEJOCTATHYHOCT (MOKe aa 3acerre 7o | Ha 10 mymm)

- BaBHa unu HepaBHOMEpHA ChpACYHA AEHHOCT (MOoxke aa 3acerHe 10 1 Ha 100 mymn)

AKO ce MOYyBCTBaTE 3aMasiHU WM CJIA0M, WIK U3MUTBATE TPYAHOCTH MPH JUIIAHE, MOJISI CBBPIKETE CE
¢ Bammis nexap Bp3MOKHO Hal-CKOpO.

I[pym HEXXCJIaHU pCaKIU Ca I/I36pO€HI/I MO-A0J1y CIOPEA TOBA KOJIKO YE€CTO TC MOraT Jia CC MOSABAT:

Yectn (HabmronaBar ce npu mo-Manko ot 1 Ha 10 xymm)

- yMopa, ¢i1abocT, 3amaiiBate, riiaBo0osive

- yCellaHe 3a CTY/] WM U3TPhIIBAHE HA PhIIETE HIH JOJHUTE KPAWHUIIN

- HUCKO KPBBHO HaJsITaHE

- CTOMAIITHH WJIK YPEBHU OTUIAKBAHHS KaTO TajieHe, MOBPBIIaHE, JHAPHS WK 3aIeK

Heuectu (nposiBsiBat ce mpu mmo-mManko ot 1 na 100 mymim)

- HapyILIEeHUs Ha ChHA

- Jerpecus

- 3aMaiiBaHe NPHU U3MIPaBIHE

- 3aTpyIHEHUS B IUIIAHETO MPU MALUESHTH C aCTMa WJIM XPOHUYHO 3a00JIsIBaHe HA TUXATEITHUTE
I'bTUINA

- MYCKyJHa C1a00CT, MyCKYJIHH CIIa3MH

Peaxu (nposiBsiBat ce npu mo-mManko ot 1 Ha 1000 mymrm)

- HapyIICHNS Ha CITyXa

- aNepruyHa xpema

- HaMaJICHO CHJI300T/IENISIHE (CYyX0Ta B OUUTE)

- BB3MAJICHUE HAa YePHUS AP00, KOETO MOXKeE Ja MPEAU3BHKA MOKBITABAHE HA KOXKATA HIIH OsII0TO
Ha OYHUTE

- OTIPECIICHN PEe3yJITaTH OT KPEBHHUTE TECTOBE, KOUTO ITOKAa3BaT YePHOAPOOHATA (DYHKIINS HIH
HHBA Ha Ma3HUHU, PA3INYHU OT HOPMAJIHOTO

- KOXXHH pPeaKIfH, I0JOOHHU Ha aJlepTus KaTo ChbpOeX, 3auepBsiBane, oOpuB. TpsOBa He3a0aBHO
Ja mocetute Bamms nekap, ako MOTyYHTE MO -TEKKHU aJIepTUYHU peaKkiii, KOUTO MOraT Ja
BKJIFOYBAT [TOyBaHE Ha JIMIETO, IIUSTA, €3MKa, YCTaTa WM I'bPIIOTO WU 3aTPYIHEHO THIIaHE.

- HapyIleHa epeKIus

- KOIIIMAapH, XaTIOIIHAIINN

- OPUIATBIH

Mmuoro peaku (rposBsiBar ce npu mo-majiko ot 1 Ha 10 000 mymm)

- BB3MAICHAE U 3aUepBsIBaHE HA OYUTE (KOHIOHKTUBHUT)

- Kocomna

- MOSBA WJTH BIIOIIABAaHE HA JIIOCIIECT KOXeH 00pHB (IIcopHuasuc); o0puB, mogo0eH Ha IICOpHa3uc



Cho0maBane Ha HeXKeJaHU pPeakIuu

AKO MoNTyunTe HIKaKBU HEXENaHH JEKapCTBEHHU PeaKlnu, yBenoMeTe Bamms iekap wim gpapmanesT.
ToBa BKJIFOYBA BCHYKH BB3MOKHU HEOIHMCAHU B Ta3H JINCTOBKA HEXEJIAHU peakiu. MosxeTe chLIo Aa
CHOOLINTE HEXKETAHU PEaKIHU AUPEKTHO Ype3

W3menHuTETHA areHIus Mo JIeKapcTBaTa

yi. ,,Jlamsta 'pyeB” Ne 8,

1303 Codus,

Ten.: +35 928903417,

yeOcaiiT: www.bda.bg.

Kato cpoOmiaBate HexxenaHu peaklny, MOXKeTe J1a 1ajieTe CBOsI PUHOC 3a MOJyYaBaHe Ha MOBeYe
HHPOPMAHI OTHOCHO O€30IIaCHOCTTA Ha TOBA JIGKAPCTBO.

5. Kak na cexpansiBate Co0nkop
CopxpansiBaiiTe Ha MACTO, HEAOCTHITHO 3 Jela.

He u3non3BaiiTe ToBa JIEKAPCTBO CIIE]] CPOKA HA TOJHOCT, OTOENA3aH BhPXY KaPTOHEHATa OMaKOBKa
cnen ,,l'omen go:“. CpoKbsT Ha TOHOCT OTIOBAPS IO TOCIEIHUS JIEH OT MOCOYEHUST MeCell.

Jla ce cbXpaHsiBa B OpUTHHAIHATA OMTAKOBKA, 3a J1a CE NMPENAMNa3n OT CBETJIMHA U BIIara.
ToBa nexapcTBO HE U3MCKBA HUKAKBH CIIEIAIHU TEMIIEPATYPHHU YCIOBUS HA ChbXpaHEHHE.

He usxBbpuisiiTe iekapcTBaTa B KaHAIN3ALMATA UM B KOHTEHHEpa 3a IOMAIllHU OTHaIbIIH.
[onuraiite Bamms ¢apmaleBT Kak 1a U3XBBPIIATE JIEKapCTBaTa, KOUTO Bedye He u3roisBare. Te3u
MEpKH 1€ CIIOMOTHAT 32 Olla3BaHe Ha OKOJIHATA Cpeaa.

6. Chabp:kaHHe HA OTMIAKOBKATAa M Apyra ungopManusi

Kakgo cpabp:ka Coduxop

- AKTHBHOTO BelIecTBO € Ou3omnponoioB pymapar (bisoprolol fumarate).
Bcesika ¢punmupana tabnerka chabpxa 2,5 mg Ou30omnposonoB Gpymapar.
Besika dhmMupana tabiietka chabpika S mg OU30mposionoB Gymapar.
Bcesika ¢punmupana tabnerka cpabpxa 10 mg 6u30nposnonoB ¢pymapart.

- Jpyrute cbCTaBKH ca MUKPOKPHCTAITHA ENTyJ103a, HUIIIECTCH HATPHUEB TJIMKOJIAT THI A,
noBuioH K30, xonounen 6e3BojicH cuiniiueB AMOKcu u Maruesues creapat (E470b) B sapoTo
Ha TabyeTkara u xumpomenosa 2910, makporoi 400, Turanues nuokcun (E 171), Tamk, KbaT
xenesen okcun (E172) — camo 3a 5 mg u 10 mg GpuiiMupany TabNETKH 1 YePBEH JKEIe3CH
okcua(E172) — camo 32 5 mg u 10 mg punvupanu TabaeTku BbB GUIMOBOTO NOKpHUTHE. Brokre
Touka 2 ,,COOMKOp ChIBpKa HATPUIL.

Kak n3rue:xxaa CooMKOp M KaKBO ChAbPiKa 0MaKOBKATa

2,5 mg: benu 1o moutu OGenu, OBaIHH, JIEKO ABOWHOM3IbKHAIH (QUIMHpaHH TaOJIeTKy (TabieTkn), ¢
JIeNMTeNHA YepTa OT eHaTa crpaHa (apnkuHa: 8,3-8,7 mm, mmpounHa: 5,5 mm, nebenuHa: 2,8-
3,6 mm). Tabnerkara Moxe 1a Oblie pa3eneHa Ha 1Be PaBHU JJO3H.

5 mg : CBeTio Ka)eHNKABO XKBJITH, OBATHH, JIEKO TBOHHOM3IIBKHAIN (QMIIMHPAHU TaOICTKH
(TabyeTkn), ¢ ACTUTENIHA YepTa OT eIHaTa cTpaHa (AbbkuHa: 8,3-8,7 mm, mmpoyunna: 5,5 mm,
nebenuHa: 2,8-3,6 mm). TabneTkaTa Moxe Ja Obe pa3aelieHa Ha JJBe PABHHU JTO3H.

10 mg: CBeTio KaheHUKABO JKBJITH, KPBIJIH, JIEKO TBOMHOM3IIBKHAIN (PUIMUPAHU TaOIETKH
(TabJIeTKH) ChC CKOCCHU PhOOBE, C ICTUTENHA YepTa OT eaHaTa ctpaHa (auamersp: 10,0-10,3 mm,
nebenuna: 2,8-3,6 mm). TabneTkaTa MoXxe Jia Obje pasaelicHa Ha JJBE PABHHU JTO3H.

Bnucrepu (Al/Al dponumo): 10, 20, 28, 30, 50, 56, 60, 84, 90 u 100 TabneTku B KyTHS.
He Bcuuku BUOBE OMAKOBKHM MOTAT Jia ca MMyCHATU Ha ma3apa.



IpurexaTes Ha paspemieHneTo 3a ynorpeda
KRKA, d.d., Smarjeska cesta 6, 8501 Novo mesto, CioBenus

IMpousBogutean 5
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CioBeHus
TAD Pharma GmbH, Heinz-Lohmann-Str.5, 27472 Cuxhaven, I'epmanus

ToBa JexkapcTBO € pa3pelieHo 3a ynorpeda B Ibp:kKaBuTe — WieHKH Ha EBponeiickoTo
HKOHOMMYECKO NMPOCTPAHCTBO MO/ CJIeTHUTEe HMEeHa:

CrpaHa-4jieHKa THpropcko MMa Ha NPOAYKTA
Bbrarapus Cobukop

I'epmanus Bisoprolol TAD

Opannwst BISOPROLOL KRKA
Uranus Bisoprololo Krka

[Tomma Sobycor

Ascrpus, [lopryramus, llIsenus, Upnanaus, ®unnannus, | Bisoprolol Krka
Wcnanus, Jdanust

PymbHUS Sobyc

Cnogaxwusi, Cnosenus, JlatBus, YHrapus, Ectonust, Yexust | Sobycor

JlaTa Ha mocJieTHO Mpepa3rexIaHe HA JUCTOBKATA:
10 HexemBpu 2021

[Monpo6Ha nH(hopMaIys 3a TOBa JIEKAPCTBO € MPEIOCTaBeHA Ha yebcaiiTa Ha M3mbiHUTEIHA ATESHITUS
o JlekapcrBata (MAJI) http:/www.bda.bg.



