JIMCTOBKA




JIncroBka: nndpopManus 3a nanHeHTa

bu-Ilpeneca S mg/S mg puamupann radiieTku
OM30Mnpos1010B hymMapaT/nepuHaA0ONPHA apruHUH

Bi-Prenessa S mg/S mg film-coated tablets
bisoprolol fumarate/perindopril arginine

IIpouereTe BHHMATE/IHO UA/IATA JTHCTOBKA, MPeIH 1a 3aM04HeTe 1a NPHEMATe TOBA JIEKAPCTBO,

ThH KaTO TH ChAbpKa BaxKHa 3a Bac nndopmanus.

- 3anasere Ta3ud AMCTOBKA. MOXe /1a ce HAJIOXKH 1a s Mpo4YeTeTe OTHOBO.

- AKO UMaTe HAKaKBH JOITbJIHUTEIHH BBIIPOCH, NonuTaiTe Bawuus nekap unu papmanesr.

- Tosa nekapcrso e npeanucaHo au4HO Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To moske
J1a UM HaBpeIH, HE3aBUCHUMO Y€ NMpPU3HALMTE HAa TAXHOTO 3a00/19BaHe ca chuMTe KaTto Bawuure.

- AKO MMOJIy4YHTE HAKAKBH HEXKEIaHW peakuuu, yeeaomere Baiuus nekap wiu dapmauest. Tosa
BKJIIOYBA U BCHYKH Bb3MOXXHH HEXKEJIAaHW pEeaKLIMHU, HEONHUCAHHU B Ta3M JIMCTOBKA. Buxkre
TOYKa 4.
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1. Kakso npeacrasasiBa bu-Ilpeneca u 3a kakBo ce H3no0./13Ba

bu-IlpeHeca cbabpika 1BE aKTUBHU ChCTABKH — OU30MPO/010B (hyMapar U NnepuHAONPHIT AprHHHUH B
e/lHa TabneTKa:

- bu3onpoonos pyMapaT npuHaAIekKH KbM €1HA Ipyra JeKapcTBa, KOSTO ce Hapvua Oera-
0s0kepH. bera-0610kepuTe 3a0aBAT ChpACUHHSA PUTHM M MPABAT NO-€(PUKACHO U3MOMITBAHETO HA

KPBB OT CbPLIETO MO TAJIOTO.
- [lepuHAONPHI APrUHKUH € MHXUOUTOP Ha aHrMOTEH3MH KoHBepTHpaluus eH3um (ACE). [leiicTsa
Yype3 pa3llHpsABaHE HA KPbBOHOCHHUTE Ch0BE, C KOETO yJieCHABA ChpueTo Bu B U3noMnBaHeTo

Ha KpPbB Mpe3 TAX.

bu-IlpeHeca ce u3noa3pa 3a JieueHHEe HaA BUCOKO KPbBHO HasisiraHe (XMMEPTOHMS ) W/HWIK cTabuIHa
XPOHHYHA Cbp/IEYHA HEJOCTATBYHOCT (CHCTOSHUE, MPH KOETO CHPLIETO € HECMOCOOHO /1a U3MOMIIBA
JI0CTaTb4HO KPbB, 3a /1a 3a10BOJIM HY>K/IMTE Ha TAJIOTO, U B Ppe3yJITaT OT TOBa HACTHIBA 3a/lyX M
NnoJayBaHe) W/WJIH 3a HAMaJIiBAHE HA PUCKA OT CbpPAECYHH UMHUMAECHTH, KATO HAMPUMEP MHOKAP/EH
HH(apPKT, MpH NaLKEHTH CbC CTAOUIHA KOpOHApHA 00J1eCT (ChCTOSHHKE, MPH KOETO
KPbBOCHA0AABAHETO HA CHPLIETO € HAMAIEHO WM OJIOKMPAHO) U KOWTO BeYe ca WMAJIW MHOKap/€eH
HH(APKT W/WIIK onepauus 3a noo0psBaHe Ha KPbBOCHAOAABAHETO HA CHPLIETO Ype3 pa3lliMpsBaHe Ha
Cb0BETE, KOUTO ro CHAOABAT C KPbB.

7 A Kakso TpsiOBa na 3naere, npean na npuemere bu-Ilpeneca
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- 4KO MMATe CbpACYHA HEAOCTATBHYHOCT, KOATO BHE3AIMHO CE € BJOLLWAA W/ HANW MOXKE Ja HANOXKH
nevyeHue B 6onHULIA,

- aKO HMAaTe KapJHOTEHEH LIOK (CEPHO3HO CHPIACYHO CHCTOSHHUE, MPUUUHEHO OT MHOTO HHUCKO
KPLBHO HAJIATaHE),

- aKko MMate CbpAe4HO 3adosigBaHe, KOETO CE XapakTepu3upa ¢ HaBeH Wind HENPaBUIEH ChpaeUEH
pPHUTBM (MpeACHPAHOKAMEPEH OJTOK OT BTOPA WIIH TPETa CTENEH, CHHOATPUaNEeH OIOK, CHHAPOM
Ha DOIHMSE CHHYCOB Bb3€J1),

- aKko vMmare 3abaBeHa chpaeuHaTa AeHHOCT,

- aKO UMaTe NPEKOMEPHO HUCKO KPBBHO HaJIATaHe,

- AKO MMATE TEXKKa aCTMa HITH TEXKKO XpOHUYHO DenoapobHo 3abonasane,

- aKO HMaTe TEHKKH Npod/IEMH ¢ KpbBOOOpalliEeHHETO HAa KPaHHULIUTE CH (KaTO HANpUMEp
CHHApPOM Ha PEKHO), KOUTO MOXE a € NpUYUHA NPLCTUTE HA PHLUETE WK HA KpakaTta Bu na
MPB3HAT WK [a ca Oned UM CUHKABH,

- aKO MMATE HENEKYBaH (PeoXpoMOLMTOM, KOATO NpeicTaBlsBa PAAbK TYMOp Ha HagO0bOpeuHaTa
xnesa (Meaynara),

- aKo UMare MeTabonuTHa auMa03a, ChCTOSHUE, NMPYU KOETO UMATE TRbLPAE MOJIEeMH KOJUYECTBA
KHCE/NHHA B KPHBTA CH,

- aKo CTE NOJy4YaBalH CUMIITOMM KaTO CBUPKAWIO AXLIAHE, MOAYBAHE Ha MHLIETO, €3UKa HIH
BbPAOTO, CHNEH CHPOEX HITH TEXKH KOXKHH OOpHBH NpH npeauliHo aeuyenre ¢ ACE
HHXHOUTOPH WK ako BHe unn unen Ha Balueto ceMeHcTBO CTe HMAIH TaKUBA CUMIITOMH NPH
aApyru o6cToAaTeNncTBa (ChbCTOAHUE HAPEUYEHO AaHMYOHEBPOTHYEH OTOK),

- aKo cTe 6peMeHHa cnea 3-Tia Mecel (OCBEH TOBa 3a npeanoyuTaHe e aa u3dsarsare bu-Ilpeneca
B PaAHHHA CTAIHH Ha OpeMEHHOCTTa — BXK. pa3aena OTHOCHO OpeMeHHOCT),

- aKo UMaTe Auader WK HapylieHa 6b0peuHa dyHKUHMA H Ce NeKyBaTe ¢ JIEKAPCTRO 3a
NOHKWXABAHE H& KPBBHOTO Ha/IAraHe, ChAbPKALLO ANTHUCKHPEH,

- aKo CTE Ha NHATH3a WM HAKAKBB APYr BUA (QuiTpauusa Ha KpbBTa. B 3aBHcHMOCT OT anapara,
KOUTO ¢ce u3non3sa, bu-IlpeHeca Moxe aa € Henoaxoasty 3a Bac,

- ako umare npobnemu ¢ 6b0peunTe, NpH kouTO cHabaBaHeTO HA BawuTte 6B6peny ¢ KpeB €
HamaneHo (cTeHo3a Ha 6u0peuHara aprepus),

- aKo NMPOBEXAATE WK HACKOPO CTE NPOBEXKAAIH IEYEHHE ChC caKyOUTpWI/BaicapTaH,
NeKapCTBO, M3MOM3BAHO 33 fieYeHHEe HAa ChbPAEYHA HEAOCTATBYHOCT, Thif KATO PUCKBLT OT
auruvoenem (ObpP30 NoayBaHe Noj Koxara B 00J1aCT KaTo Ir’spioTo) € NOBHLIEH (BiK.

»1 IPEAYIIPESKACHHUA K Npeana3znu Mepku™ u ,,JIpyrd nexapcTsa ¥ bu-Tlpenreca®).

IipenyupexxaeHus B NpeaNa3HH MepKH

["'oBopere ¢ Bawvsa nexkap wid gapmauesTt, npeau aa npuemere bu-Ilpeneca:

- HMarte auader,

- uMate 0v0peunu npobnemu (BmounTentHo 6bOpeyHa TpaHCIIAHTALIMA) WIM aKO CTE Ha
AHANM3HO fieYeHue, |

- UMare YepHoapodeH npobneM,

- MMAaTe a0OPTHA B MUTpAJIHA CTeHO3a (CTECHABAHE HA MNMABHUA KPbBOHOCEH ChA, H3NH3aLl OT
CHLPLIETO) UITH XHNEPTPOPHYHA KapAHOMHONAaTHA (3abonaBaHe Ha CbPAEUHUA MYCKYJT), HIIH
CTeHO3a Ha Oh0peyuHa aprepus (CTeCHABaHE HA apTepUATa, KoATO cHabasaBa Onbpeka ¢ KpbB),

- MMaTe HeoOHUaHHO MOBULICHH HYUBA HA XOPMOH B KPbBTA, HapeueH anjiocTepoH (ITbpBHYEH
aNIOCTEPOHHUIBM),

- aKo cTpajare OT ChpAcYHa HEAOCTATBYHOCT WIH OT APYrH NpobiaeMu Cbe ChPLETO, KATO
HaNPHMEP JIEKH HAPYILUCHHA HA CbPACYHHA PHTbM WU CHJIHH OONKH B rPbAHUSA KO B MOKO#H
(crenokapaus Ha [lpHHUMETan),

- cTpaaare OT KojareHo3Ha cbaoBa Sonecr (3abongBane Ha CbeAMHUTETHATA THKAH), KaTO
HanpHMEpP CHCTEMEH YITyC EpHTEMATONEC WK CKIEPOAEPMMH,

- Cra3BaTe AHETa C OrPaHHYEH NPUEM Ha rOTBApPCKa COM1 WIH M3MOJI3BATE 3aMe
rOTBApCKAaTa COM, KOUTO CbABPKAT KANUH (NOBULIEHOTO KOAUUYECTBO HA KDY
Oa NMPHYHHH NPOMEHH B CHPACUYHHS PUTHM),

- KO HACKOPO CTE MMaJIH AHAPUA HilK NMOBPBILAHE, UK aKO CTe 00€3BOH
Ja MpHYHUHHM crnagade Ha KpbBHOTO HanAraxe),
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- Tpabea aa Obaere noanoxenu Ha LDL agepesa (koeTo npeacrasingBa OTCTpaHsBaHE Ha
xoJiecTepona ot Baluara KpbB ype3 MalllMHa), B MOMEHTA [POBEXKIATE AHTHANEPruYHO JIeUYeHHE
unv By npeacTou na ce Nnogn0XuTe Ha A€CEHCHOUTU3MPALLO EUSHHE 32 HAMANABAHE Ha
aNepruuHuTe ePEeKTH KbM YXKUNBAHE OT MUYENH WU OCH,

- CMa3BaTe CTPUKTHO IMAAYBAHE WM TEKKA AHETA,

- npeacTou Aa 6baere NOANGKEHU HA YNOAKA W/ WK rONsAMa Onepalms,

- umate nNpodieMH ¢ KpbBOOOpaUIEHHETO B KpaRHHLIHMTE CH,

- MMAaTe aCTMa WK XpoHH4HO OenoapobHo 3abonasane,

- MMAaTe (WIH CT€ HMAJIH) NCOPHA3HC,

- aKO UMaTe TYMOp Ha HaaOBvOpeuHara xJie3a (PeoXpoMOLIMTOM),

- MMaTe HapyLIeHUe Ha LMTOBMAHATA XJie3a (bu-IlpeHeca Moxe aa NpUKpHEe CUMIITOMMTE Ha
CBPbXAKTUBHA LIIMTOBHHA KJie3a),

- HMATe aHruoeieM (TEXKKA ajlepruuHa peakuua ¢ foyBaHe Ha THLETO, YCTHUTE, €3HKA HAH
rbpSOTO, NPUAPYKEHA OT TPYAHOCT 3a NperjibiliaHe WM avuiade). ToBa MoXe fa craHe BbB
BCEKH MOMEHT B X0/Ia HA JICUEHHETO. AKO pa3BHeTe TAKMBA CUMITOMHU, TpAOBa fa cnpeTe
npuema Ha bu-Ilpeneca u na ornaere HezabarHO Ha nekap,

. CTE OT YEPHOKOXK MPOU3XOA, Thit KaTo 3a Bac MOXe Ja HMa MO-To/IAM PHCK OT aHTHOEREM H
TOBA NEKAPCTBO MOXKe Aa € no-caadbo eeKTUBHO 3a NOHMKaBaHE Ha KPbBHOTO BK Hansrate,
OTKOJIKOTO MPH XOpa, KOHTO HE Ca YEPHOKOXKH,

- APHEMATE HAKOE OT CAEIHHUTE NIEKAPCTBA, H3MON3BAHH 32 ICYCHHE HA BHCOKO KPBbBHO HaNAraHe:

- aHruoteHsuH ll peuenroper 6nokep (ARB) (M3BecTeH otile kaTo capTaH — HaNPpUMEDP
BAJICAPTAaH, TeIMHCAPTaH, HpbecapTaH) U B YaCTHOCT — aKO HMaTe OLOpeyHH npobaeMn,
CBbpP3aHK ¢ auader.

- aJTHCKHPEH.

Baiuuar aekap Moke a npoBepABa NMpe3 paBHH HHTepBaid Ob0OpeuHara PyHKUHA, KPbBHOTO
HAArade W KOJMIMYECTBOTO €NEKTPOANTH (Hanp. KaiHit) B kppBTa Bu. Biokre Chlilo
HHQOpPMALIMATA, o3arnaseHa ,,He npuemaiite bu-IlperHeca®™.

- PHCKBT OT @HFHOEAEM € NOBHIIEH, aKO NPHEMATE HAKOE OT CJICQHHUTE JICKApCTBa:

- paleKagoTPHN (U3MION3BaH 3a JIEUYESHHE Ha aHapHi),

- CHPOJIHMYC, €BEPOJIUMYC, TEMCHPOIIUMYC H APYTH NEKAPCTBA, MPURALIEKALKH KbM
K/1ac JIEKAPCTBEHH NPOAYKTH, HapeyeHH M TOR nHXxUubHTOpH (M3NOA3BAHM, 32 1A CE
PeAOTBPATH OTXBLPASHETO HA TPAHCIUIAHTHPAHU OPraHM U NpH pak),

- cakyouTtpun (HanuueH KaTo PukcHpaHa A030Ba KOMOHHALMSA ¢ BaNCapTaH), U3NOA3BaH
33 NPOAB/KHTENHO JICUeHHE HA ChbPACYHA HEAOCTATHYHOCT.

- JMTHHACTMOTHH, CAKCarJTUNTHH, CUTATIMIITHH, BWIAATAKOTHH W APYTH JIEKapCTBa,
NPHHAANIEKALIK KbM KIac NEKapCTBEHH NPOAYKTH, HApHYAH TTHITTHHH (M3MOJ13BaHH 33
neveHue Ha auaber).

He npexwscepaiiTe pasko npueMa Ha bu-Ilpeneca, Toii kaTo ToBa MOXe 1a NPHUYHHK TEXKKO BJIOLlIaBaHe
Ha CbpaeYHOTO BH 3a0onaBane. JieueHueto He TpAOBa Aa ce npekpaTaBa pa3ko, ocobeHo npu
NailMeHTH ¢ KopoHapHa HoecT Ha chpLeTo.

Tpabea 3aabmxuTenHo aa uHpopMuparte Baluus nekap, ako CMATaTe, e cre OpeMeHHa (MIu e
Bb3MOXHO Ja 3afpemeneere). bu-IlpeHeca He ¢¢ npenopbuBa B paHHHTE CTAAHH Ha OpeMEHHOCTTA U
He TpaOBa Oa ro mpyeMare, ako cte OpeMeHHa cnel 3-Tua Mecell, Thi KaTo MOXE [a NMPHYHHH
CEpHO3HO yBpexxaaHe Ha BaweTto 6ebe, ako ce H3noa3ea B TO3H nepHoa { BIOXKTE TOYKaTa 3a
OpeMeHHOCT).

JAeua n 1on0mA
bu-Ilpeneca He € npenHa3sHaveH 3a NPHIOKEHHUE NMPH ACLA W NMOAPACTBAIUY HA BB3pacT non 18 ... __

FrOOHHN,

Hpyru aekapcrba n bu-Ilpeneca
Hudopmupaiite Bauius nekap unu gapmauesT, ako NPpUEMaTe, HACKOPO CTE NMpHUEM
BBb3MOXKHO 11a fIpHemMare ApyrH NeKapcTea.

Hma nekapctsa, kOMTO MOraT aa npoMeHaT edexra Ha bu-Tlpeneca unn unuTO edekt



npoMeHsT OT bu-llpeneca. To3u THn B3anMoaeHCTBHE MOXKE Ja AOBEAE A0 HAMaNABaHE HA
e(PEKTHRHOCTTA HA €AHOTO WJIM Ha ABETE NeKapCTBa. ANTEPHATHBHO MOXKE 1a MNOBULUH PHCKA OT
Bb3HHKBAHE HA HEXENAHH PeakLMH WK HA TAXHATA TEXECT.

Henpemenno nudopmupaiite Baiuns nekap, ako B3eMare HAKOM OT ClleAHUTE ieKApCTBRA:

- NeKapcTsa, KOUTO Ce U3MON3BAT 32 KOHTPOIUPAHE HA KPBBHOTO HaNATaHe, WK JIEKapCTBa 34
npobieMu ¢b¢ CHpUETO (HANPAMEP aMHOJAPOH, AMJIOAUINAH, KTOHHAWH, THTHTATHCOBY
rMUKO3KAM, AHJITHA3EM, AH30NHpaMHKi, GENORNNHH, QIEKaHHHA, JIMAOKAHH, METUI 1014,
MOKCOHHWAMH, NPOKAUHAMUA, NPonapeHoH, XHHHAKH, PUJIMCHHAKH, Bepanamun),

- APYTH JIEKAPCTBA 34 JICUEHUE HA BUCOKO KPLBHO HAJIAraHe, BKIIOYHTEHO aHrHoTeH3KH ]
peuentopHu dnoxkepu (ARB), anuckupen (BHxTe b0 HHPOpMaUUATA, O3ariaseHa ,,He
npuemarire bu-lIpeneca®™ u ,,IIpenynpexacuus u npeanasHy MEPKH npy ynorpeda™) uiau
AHYPpeTULY (JIEKAPCTBA, KOWTO yBEJIHYABAT KOJIMYECTBOTO yPHHA, NpoH3BeIcHa 0T OBOpeluTe),

- KalTHii-CbXpaHABALLUH eKapCcTBa (Hanp. TpHaMTEPeH, aMHJIOpKHA), KanveBsH J100aBKH WIH KaJTHH-
ChABbPXKALY 3AMECTUTENIK Ha rOTBApCKaTa oA, APYry J€KapcTBa, KOUTO MOraT Aa NOBHUINAT
KaTUA B TAAOTO (TaKHBa KAaTO XeNapuH, IEKAPCTRO H3MON3BAHO 3a pa3pexJaHe HA KPBBTA H 3a
NPeAOTBPATABAHE HA CHCUPELIN; TPHMETONPHM H KO-TPHMOKCA30J1, NMO3HAT OLWE KaTo
TPUMETONMPHUM/CY(PaMeToKCaszoN 3a JeHeHHe Ha HHPEKUHH, IPHYNHEHH OT OaKkTepus),

- KaJWH-CbXPaHABALLH IEKAPCTBA, H3NOA3BAHH 34 JIeYeHHe Ha CbpPieyHA HEJOCTATBYHOCT:
EIUICPEHOH H CNUPOHONAKTOH B 1034 OT 12,5 mg ao 50 mg Ha aen,

- CHMITaTHKOMHMETHYHH CPEACTBA 34 JICYCHHE HA KITHHHYEH LIOK (aApEHAJIHH, HOpPAAPEHANHH,
nobyTaMuH, H30MpPEHANHH, edeaApHH),

- €CTPaMyCTHH — U3MI0JI3BAH MPH JIEYEHHE Ha paK,

- JIEKapCTBA, KOUTO Hai-4e€CTO e M3MON3BAT 3a JIeYEHHE Ha IHapHA (palleKaaoTpun) uau 3a Aa ¢e
u30erHe OTXBLbPIAHETO HA TPAHCIUIAHTHPAHH OpPTraHH (CHPONUMYC, EBEPOIUMYC, TEMCHPONHMYC
W APYTH JeKapcTBa, NPHHANNEXKALIH KbM K1aC JISKAPCTBEHH NpOAYKTH, Hapeuerdn mTOR
uHxubuTOpH). Biokre Touka ,[IpeaynpexxaeHus v npeanasHyd MEPKH npu ynorpeda®,

- cakyOouTpui/BancapraH (H3NON3BaHH 3a NPOAL/DKUTENIHO ICYESHHE Ha ChpAeYHa
HEA0CTAaTHLYHOCT). Brxre TOuKH ,,He npuemanre bu-lIlpeneca™ u , Ilpenynpexaenmns v
npeana3sHyi MEPKH NpH ynoTpebda™.

- JUTHH — H3M0J3BaH 33 JICHUEHHE HA MAaHHH H JENPECHH,

- HAKOHU JIEKAPCTBA, H3TI0N3BaHH 32 JICYEHHE HA NENPECUs, KATO HallpHMep UMUNpaMUH,
aMHUTPHITHAWH, HHXHOHTOPU HAa MOHOaAMHHOOKCHaa3aTa (MAOQO) (¢ usknoueHue Ha MAQO-B
HHXHOUTOPH),

- HAKOH JIEKAPCTRA, H3MNON3BAHH 3a JledeHHe Ha WH30PpEeHUR (AHTHIICHXOTHLIH),

- HAKOM NeKapCTBa, H3MOA3BaHH 3a ICUCHHE Ha enwierncHs (PeHHTouH, bapOHuTypary kato
dbenobapbutan), aHECTE3UOTOMHYHH JIEKAPCTBEHH NPOAYKTH, H3NOI3BAHU [IPU XUPYPrHYHH
[npoucaypH,

- CbAOpa3LLIUPABALIH CPEACTBA, BKAKOUUATEIHO HATPATH (Npenapary, KOMTO BOAAT A0
pa3l¥psiBaHe Ha KPbBOHOCHMTE CbACBE), TPUMETONPUM, M3NOII3BAH 33 NeYEHHE Ha HHOEKIIHH,

- UMYHOCYITIPECOPH (NEKAPCTBA, KOUTO HAMANABAT 3aLUMTHHA MEXaHH3BM Ha TAIO0TO) KaTo
LMKAOCTIOPHH, TAKPOIUMYC, H3TION3BAHH 32 ICUCHHE HA ABTOMMYHHH HAapYLUCHHA HITH Cnen
TpaHCIUIAaHTALHOHHA XHPYpPru4,

- ANOITYPHHOJ, H3MON3BAH 3a IeYEeHHE Ha nojarpa,

- napacUMNaTHKOMUMETHYHH NEKapCTBa, M3N0A3BAHU 33 JIEYEHHETO HA CHCTOAHUA, KATO
Hanpumep OonecTTa Ha ANLXalNMep Wi rMaykoma,

- NOKANHO npunarasu Oeta-010KkepH 32 neyeHHe Ha raykoMa (MOBUILEHO BLTPEOUYHO HANANaHe),

- Me(PNOXUH, H3NON3BAH 32 leYeHUe Ha Manapus,

- OaknodeH, U3NOoA3BaH 3a NeueHue Ha MYCKYJTHA CKOBAHOCT NpPH HAKOM 3adonaBaHus, KaTo
HanpuMep MHOXKECTBEHATA CKIEpO3a, /_— -'""':'"-T\

- INATHH COMH, 0COBEHO NP HHTPABEHO3HO NPHIICKEHHE (M3MON3BAT e 3a Neuepffe e . ——~ 4.
CUMITOMH HA PEBMATOWAECH apTPHT),

CUTArJIKIITUH, BHIAATNMTHITTHH,




- HeCTepPOHAHH NpoTuBOBbINannTeNHH nekapeTea (HCIIBC), Hanp. nbynpoden niu
AUKIIOEHaK, UIH BUCOKH 03U ALIETUACATULIMNOBA KHCEIHHA, KOWTO CE MPUAArarT 3a JICHEHHE
Ha apTpHT, rmapobonure, boika UK Bb3NaieHHE.

bu-IIpeneca ¢ xpana, HANHTKH H ATKOX0.1
3a npeanounTade e OM30NPOAOA/IEPHBAONPHUA 1A C€ NPHEMA NPEAK XPaHEHE.

bpeMeHHOCT H KbpMEHe
Ako cTe OpemMeHHa HITH KbpMUTeE, CMsITaTe, e MoXke Aa cTe OpeMeHHa UK maHupaTe 6peMeHHOCT,
nocwBeTBakTe ce ¢ Baluus nexap unu gpapmauerT npeay ynorpedarta Ha TOBa N€KapCTBO.

bpemernrnocm

Tpabea 3aabmxurendo na nHpopmupare Baiwus nekap, ako cmartare, ue cre OpeMeHHa (Unu e
Bb3IMOXKHO Ja 3abpemeHeere). OOukHOBeHO Baumst nekap we Bu nocbBeTBa na cnpere npyUema Ha
bu-IlpeHeca npeau 3a0peMEHABAHETO WIH Bb3IMOXKHO HAK-CKOPO CNE€A KATO CTE Y3HAJHM, Ye cTe
OpemenHa, H i€ By nocbheeTBa BMecto bu-TlpeHeca na npuemare apyru nekapersa. bu-ITpeneca He
ce MpenopbyBa B paHHUTE CTaAMH Ha HpeMeHHOCTTa U He TpaOBa aa ce npunara, ako cre OpemMeHHa
cnel 3-TUA Mecel, Thit KaTo MOJKe Ja MPUYUHH CEPHO3HO yBpekaaHe Ha Bawero 6ebe, ako ce
H3MON3Ba B NEPHOAA ClIe/] TPETHA Mecel] Ha DpeMeHHOCTTa.

Kvpmene

Yeenomete Bamug nekap, ako KbpMUTE WM Bb3HaMepsaBate 1a kepMmuTe. bu-IlpeHeca He ce
Npenoprysa Npy Maiky, KOHTO KbPMAT, U Bauinat nekap Moxe na uizbepe gpyro ieueHue 3a Bac, ako
XKejaeTe Aa KbpMHTE, 0cobeHo ako bebeto By e HOBOpoAEHO MM NpeXaeBpeMEHHO POJIEHO.

Hlo¢gupane B pabora ¢ MAIIAHEA

bu-IIpeneca HAMa NpAKO BNMAHME BBPXY KOHLICHTPALMATA HA BHUMAHHETO, HO MPU HAKOHW NAlHEeHTH
MOXKe J1a HACTBNAT 3aMaiBaHe wid cnabocT, CBbP3aHH C HUCKO KPBBHO HalAraHe, ocooeHo B
Ha4aJoTO Ha JIEYECHHETO, MPH CMAHA HA JICUCHHETO, KAKTO U MPH NPHIGKEHHUE 3A€AHO € AIKOXON. AKO
CTeE 3aCEerHaTH Mo TO3H Ha4dKH, Bawara cnocobHocT 3a wodHpaHe unu pabora ¢ MALIHMHK MOXKeE J1a
6bae HapylueHa.

bu-Ilpeneca chaALPXAa HATPHH H J1aKTO03a

Tosa nexapcTBo ChABLPKA N0-MaNKo oT | mmol Hatpwit (23 mg) Ha TabneTka, T.e. MOXe 1a ce Kaxe,
Y€ NPaKTHYECKH HE ChbABLPKa HATPHH.

AKo BawusTt nexap Bu e xa3an, ye uMarTe HENOHOCHMOCT KbM HAKOH 3aXapH, CBbPIKETE CE C HETO,
npeay aa NnpHeMeTe TOBA JIEKAPCTBO.

3. Kak aa npuemarte bu-IIpeneca

Bunaru npuemMaiite ToBa ekapcTBO TOYHO KakTo Bu € kazan Bawuar nekap unu papmauesr. AKo He
CTE CUTYPHH B HELLO, NonuTaiTe Baluunsa sexap wid papMauesT.

[lpenopbunTenHara HauanHa 103a e eqxa TabneTka BeAHbX AHeBHO. [ 1bTHETE Tabnerkara ¢ yawa
BOJIa CYTPHH NPEAK XPaHEHE.

AHEBHO, CYTPHUH TpEAY XpaHeHe.

bu0Opeuno yBpexaane

Bawmst nexap moxe aa Bu npeanuwe nonosuH tabnerka ot bu-Ilpeneca, ako crp
6p6peunro 3abonsasane. bu-Ilpeneca He ce npenopbUBa, aKO CTpagaTe OT TEXKO ObO
3abonsasaHe.




Ynorpeba npH aena v IOHOWH
He ce npenopbyea ynorpeda npH Acua W IOHOLUY,

AKO ¢Te IpHEJIH NOBeYe OT HeoOxoauMaTa 103a bu-Ilpeneca

AXoO cTe npHeau rnoseue TabeTky, oTKoNKoTo Bu € npeanucaHo, cabpxeTe ce HezabasHO ¢ Bawms
nekap UK (papMaLEeBT.

Hali-BeposaTHUAT eeKT B Cliyyaif HA IPEAO3UPAHE € HUCKO KPbBHO HANIATAHE, B PE3YJITAT Ha KOETO
MOJKE A3 NOYYBCTBATE 3aMaiiBaHe unu Aa Bu npumanee (ako ce ciayuu ToBa, MOXE Ja NOMOrHe J1a
NIETHETE M 112 NOCTABHTE KPaKaTa CH HABUCOKO), CHITHO 3aTPYAHEHO AMLIaHe, Tpernepene (nopaau
HaManieHW HHBa Ha KPLBHATA 3axap) U 3a0aBAHE Ha CbpAEUYHATA YECTOTA.

AKO cTe nponycHa/H aa npaeMete bu-Ilpeneca

BaxcHo ¢ 1a npreMate BaleTo nexapcTso BCEKH [€H, Thil KaTO PEAOBHOTO NeueHue € Nno-e(heKTHBHO.
Ako 0bade cre 3a0paBuin aa npuemere no3a ot bu-Ilpeneca, B3eMere cnenparara 1o3a B 06MyaiiHm1a
4ac.

He B3emakte ABOiHHA A03a, 3a Aa KOMIIEHCHPATE NpOoNnycHaraTa Jo3a.

Axo cte cupenn apuema Ha bu-Ilpeneca

He npekbesaitte pasko npueMa Ha bu-Ilpeneca u He npomensiite nosara 6e3 npeasapurenHo 4a cre
Ce KOHCYNITHpANH ¢ Batuua nekap, Tbit KaTO TOBA MOXKE a NPHYHHH TEKKO BAOLIABAHE Ha
cbpacuHoTo By 3abonasane. Jleuenuero He Tpabra aa ce npekpaTaBa pA3K0, 0COGEHO NPH HALKUEHTH ¢
KopoHapHa bonecT Ha CLpLETO.

AKO HMaTe HAKaKBH JONbAHHTEIHHA BBIPOCH, CBBP3aHU ¢ ynorpebaTa Ha TOBA NEKAPCTBO, MOMHTATE
Bauiua nekap wnu gapMaieBT.

4. Bu3MOXHEA HeXXeIaHH peaAKIHH

KakTo BCHUKH /1I€KapCTBA, TOBA JICKAPCTBO MOXKE Aa NPEeAU3BUKA HEXeNaHH PeakLMH, BLIIPEKH Ye HE

BCEKH ' NMOJyaga.

Cnperte 12 npHEMATE TO3H JICKAPCTBEH NPOAYKT H OThAeTe He3a0aBHO Ha mper/eq UPH JeKap,

AKO MOJTYYHTE HAKOS OT CJIeTHHTE HeXKeJIAaHH PeaKnun:

- CHNIHO 3aMaliBaHe WIH NMpHMaJsBaHe Nopaau HUCKO KPbBHO HanfArale (MectTyd — Morar aa
3acerHar a0 1 Ha 10 ayuiu),

- BJIOLIABAHE HA ChpAEHHA HEIOCTATBYHOCT, KOETO NMPHUMHABA 3aAYX W/HIH 33ApbXKKa Ha
TEUHOCTH (YECTH — MoraT aa 3acerdar ao | Ha 10 gyum),

- MoJyBaHE HA JIULIETO, YCTHHTE, yCTaTa, €3UKa WIH I'bPJIOTO, 3aTPYAHEHO AHilIAHE (AHIHOEIEM)
(HeyecTH — Morat Aa 3acerHat 0 1 Ha 100 gyuin),

- BHE3aIMHO CBHPKALLIO AHMUIaHE, OONKa B MbpAUTE, HEAOCTHT HA Bb3YX WM 3aTPYIHEHO AMILAHE
(bpoHxocnasbM) (HevyecT — morat fa 3acerHar a0 1 Ha 100 ayin),

- HeoOuuaiHO Obp3 HIIH HEPUTMHYEH CBHPACUEH PUTBM, MPbaHa Gonka (cTeHOKapAHA) KK
CbpacueH HHPApKT (MHOro peakH — Morar aa 3acerHar ao 1 va 10 000 aywm),

- OTMa/IA1BAHE Ha PBLETE WIH KpaKaTa UK npodieMH B rosopa, Koeto OM MOro a € NpHU3HaK 3a
Bb3MOXKEH HHCYAT (MHOTO peaku — Morat Aa 3acerHar a0 1 Ha 10 000 qyumn),

- Bb3NATEH NaHKPeac, KOETO MOXKe Ja NPHYKHHU CUIHH KOpeMHU 0onku U 60onkH B repba,
NPUAPYKEHH OT YYBCTBO 332 CHITHO HEPA3MOJIOKEHHUE (MHOIO peaKH — MoraT Aa 3acerHar ao |
Ha 10 000 pywin),

- NOXKBJATABAHE HA KOXKATA WIH OYHMTE (JKbIATEHHLIA), KOETO OH MOTJIO 12 € NPH3HAK
(MHOro peaku — morar na 3acerHat Ao | wa 10 000 gyiun),

- KOX€H OOpHB, KOWTO YECTO 3aMo4Ba ¢ N0SBATa HA YEPBEHH CHPOAIM NeTHa
Wik KpakaTta (epurema Myntudopme) (MHOTO peKH — MOTaT 1a 3acerHar Ao

AYLUHK).

bu-Tlpeneca obukHOBEHO ce noHaca gobpe, HO KaKTO M NPH BCHYKH APYIH N€KApCT




Ad NOAyHaT pa3/IHMHH HOKCIAHH JICKAPCTBCHH PCaKLHUA, ocobeHo NpH NbBPBOHAYAJIHOTO 3a104BaHE Ha
JIEYCHHUCETO.

AK0 3a0ejIeXHTe HAKOS OT HeXKeJIaHHTe JEKAPCTBERH PCAKIIHH, ONHCAHH I10-10.1Y HWJIH 2PYIrH,
HCONHCAHH B TA3H JIHCTOBKA HEXKC/IAHH DEAKIIHH, MOJIR, YBCIOMETE BEeHArA Bamus Jekap H/IH

hapmanesT:

MHoro decTtu (MOXE Aa 3acerHar nosede ot | Ha 10 aywn):

3abaBeHa CbpJeYHA ACHHOCT,

Yectu (Morat aa 3acerHat a0 | Ha 10 gyuu):

rnasobonue,

3aMaHBaHe,

CBETOBBPTEN,

HapYyLlUEH BKYC,

MpaByuKaHe (UTrJIMYKK),

U3TPbIBAHE H 00E€3YYBCTBABAHE HA PBLETE H KPaKaTa,
3PUTESIHK HapyLUEHMH,

THHHUTYC (YCELUAHE HA LIYM B YILIHUTE),

YYBCTBO HA CTYJ B PbLETE M KpaKara,

KalLuia,

HEOCTHUT Ha Bb3AYyX,

CTOMAaLUHO-YPEBHU HApPYLUCHUSR KATO raacHe, NOBpbLiaHe, O0NKM B KOpeMa, 3aTpydHEHO
XPaHOCMWIIAHE WK QHCMNENCHA, AUapH, 3alek,

AJICPryYHH peaKlMH, KaTo Hallpumep, KOKHU 0OpUBH, ChpOex,
MYCKYJIHH KPaMIiH,

YYBCTBO Ha yMOpa,

yMOpa.

HeuectH (MOXe na 3acerHar no 1 na 100 qywn):

[IPOMEHJIHBO HACTPOEHHE,
HapyLUEH ChH,

Aenpecus,

CYXOTa B yCTaTa,

MHTEH3UBEH ChPOEkK MM TEXKKH KOXKHK OOPHBH,
oOpa3yBaHe Ha MEXYPH Ha MMOBBPXHOCTTA HA KOKaTa,
NOBHMLIEHA YYBCTBHTEHOCT Ha KOMKATA KbM CABHLE (peakLuu Ha POTOYYBCTBHTENHOCT),
H3NOTABAHE,

npobnemu ¢ Ou6peuuTe,

HUMITOTEHTHOCT,

nopuiled Opoi Ha eosuHounuTe (BuI OHenu KPbBHH KIIETKH),

CBHIUBOCT,

npuUnanakxe,

nannyTauuH,

TaXHKapIuA,

HEPUTMHYHA ChpAedHa ACHHOCT (HapylleHHe Ha AV -IIPOBEKAAHETO, BLINaJeHHE Ha
KPBLBOHOCHYU ChAOBE (BACKYJIHT),

3aMaiBaHeE NPY U3NpaBAHE,

MYCKYJIHa cabocrT,

aprpanrua (Donku B cTaBUTE),

MHa/iris (OONKH B MYCKYNUTE),

rpbaHa Donka,

hu3nUecko HepasnoioKeHue,
NOKANU3UPaHO NoayBaHe (nepudepeH oTok),
TpECKa,

najgaHe,




- [IPOMEHH B J1abopaTOpHUTE NMOKAa3aTe/lH: NOBULIEHH KPbBHUA HHBA Ha Kaltuii, obpaTuMn npu
CMIHpaHe HAa NPUIOKESHHETO; HAMAJICHW HMBA HA HATPHH, MHOTO HHCKH HMBa Ha KPbBHATa 3axap
(xunorinkemMus) B caydad Ha MaLKEHTH ¢ 1HadeT, NoBHILEHA YPEs B KPbBTA, MOBHILEH
KPEaTHHHH B KPbBTA.

Peakn (Moxe pa 3acernar no | Ha 1 000 aywmn):

- octpa 6b0OpeyHa HeAOCTATBYHOCT,

- TbMHA Ha LBAT YPHHA, FAACHE WK NOBPbLllaHe, MYCKY/IHH KPAMIIH, ChCTOAHUE Ha 00bpPKAaHOCT
h npunaasuu. Tosa MoXe [1a ca CHMINTOMH Ha cbeToaHuUe, HapeueHo CHAIX (cuHapom Ha
HEeaJeKBAaTHa CexpeLna Ha AaHTHAHYPETHYEH XOPMOH).

- HaAMaJIeHO WM NUICBALLO OTACNAHE HA YpUHA,

- 3auepBsABaHe,

- KOWMAPHHU CBhHHIA, XANIOLUMHALMH,

- HaAMAJIEHO OTHEefHE Ha ChJI3H (CYXO0 0KO),

- npobaeMu Cue Cayxa,

- Bb3NANCHHE HA YepHUA ApoD, KOSTO MOXE 1a MPUYMHH NOXKBATABAHE HA KOxkaTa wiu Oanara
4acT Ha OUuMTE,

- anepruyHa xpema, KuxaHe,

- anepruqyonoaoOHU peakUHH KaTo copbex, 3aueppaBane, oOpHB,

- BJIOLLIABAHE HA NCOPHUA3UC,

- NPOMsiHA Ha 1abOPATOPHHUTE NOKA3ATENIH: MIOBHILIEHH HUBA HA YEPHOAPOOHHTE €H3NMH, BUCOKH
HUBA Ha Gunupybun B cepyma, OTKIOHEHHE OT HOPMATA Ha HWBATA HA MA3HUHHTE.

Msuoro peaxu (Moxe aa 3acerdat ao | na 10 000 gywin):

- 00BpKaHOCT,

- Ipa3HEHE K 3a4ECPBABAHE HA OKOTO (KOHIOHKTHBHMT),

- €03HHOQHIHA NHECBMOHHUA (PANBK BUI MHEBMOHH ),

- Bb3NaJICHHE HA NaHKpeaca (KOeTo MPUYHHABA CHIHH 0OJIKH B KOpeMa ¥ rbp0a),

- KOCona,

- NOABA WIH BJIOUIABAHE HA MOcnecT oOpHB (NCopHa3uc), ncopuazuconoaodeH obpus,

- NMPOMEHH B KPbBHUTE CTOMHOCTH, KaTO Mo-MaTbk Opoil 6enu ¥ YepBeHH KPbBHH KAETKH,
MOHHXEH XeMOrnoOHH, no-MansK 6poit TpomOoLyTH.

C HeM3BecTHA 4yecTOTa (OT HATHYHKWTE JaHHHM He MOXe Ja 6bae HanpaBeHa OLEHKA):
- NPOMAHA B LBETa, H3TPpbNBaHe K HoKa B NpbCTHTE HA PbUETE WIH KpakaTa {(peHOoOMeH Ha
PeiiHo).

AKO NOSTyHuTE HAKOH OT TE3U CUMIITOMH, Ce CBBPKETE C Baluua nekap Bb3MOXCHO Hali-CKOPO.

CrofmaBaue HA HeXKeIAHH PEAKIHH
AKO NONy4YHTE HAKAKBH HEXKENAHH JIEKAPCTRBEHH PeakLuu, yeeaomere Baiina nekap unun dapMaiesrt.

ToBa BxIOUBA BCHYKH BB3MOXHH HEOMMUCAHH B Ta3H JIMCTOBKA HEXKeNaHH peakLuH. MoxerTe coiio aAa
CLOOLUKTE HEXKENAaHH peakLiMi AHPEKTHO Ype3:

HanbnHuTenHa areHUMA 110 ieKapcTraTa

yi. , Jamax I'pyes™ Ne 8

1303 Codus

Ten.: +359 2 890 3417

yeOcaiiT: www.bda.bg

KaTo cho0duasaTe HexeNaHH peakini, MOXeTe 1a AaAeTe CBOA MPHHOC 32 MOTy4aBaAHE HA MOBEYE .
HHDOPMALIHA OTHOCHO 6e30MacHOCTTa Ha TOBa JEKAPCTBO. y

5. Kak na cexpanasate bu-IIpeaeca

Ha C€ CbXpPaHABA Ha MACTO, HEAOCTBITHO 3a A€LiA.




He w3nosn3ealite Tosa 1ekapcTBO CieA CPOKA HA FOQHOCT, 0T0ENA3aH BbPXY KapTOHEHATa ONaKOBKa
cnen ,,J oneH no:*. CpoxbT Ha rOZHOCT OTroBapA Ha NOCJEAHHA AEH OT TOCOYEHUA Mecell.

Jla ce cbXxpaHsaBa B OpHrHHaIHaTa ONakoOBKA, 3a Ja ce NPeAnasy OT B1ara.
ToBa nekapcTBO He U3HCKBA CTNIELMANIHY TEMNEPATYPHH YCIO0BHA HA ChXPaHEHHE.

He u3xpbprigiite 1ekapcTBaTa B KAaHANH3aUMATA WK B KOHTEHEPa 33 AOMALLIHHN OTNaabLIM.
[TonuTaiite Bawus gapMaLeBT kak Aa U3XBLPIATE JIeKAPCTBATA, KOUTO Bede He M3noasBaTe. Tesu
MEPKHM 11I€ CIIOMOTHAT 3a ONAa3BaHe Ha OKONHAaTa cpeaa.

6. CoabpxaHHe Ha ONAKOBKATA H AONBLJIRHTEIHA HHOpPMAKHA

Kakso cuabpxa bu-IIpeneca

- AKTHBHHTE BeuiecTsa ca 6usonpononos pymapar u nepuHgonput aprianun (bisoprolol
Jumarate/perindopril arginine).

Bceska Tabnerka chabpxa 5 mg 6usonpononos ¢yMapar (ekBuBaneHTeH Ha 4,24 mg Guzonponon) u

> Mg NMEePHHAONPHUI apruHHH (€KBUBANCHTEH Ha 3,395 mg nepuHaonpun).

- JIpyrute cbeTaBKH ca:
B aapoTo Ha TabneTkara: KaJiLMEB XJIOPHI XEKCAXHIPAT, HATPHEB KApBOHAT, MUKPOKpHCTANHA
LeTyT1034, JTAKTO3a MOHOXHMIPAT, MPeKENATHHU3INPAHO HAPEBHYHO HHILECTE, KONOHACH
0€3BOJACH CHIHLIMEB JMOKCH, KPOCKapMENOo3a HaTPHii K MarHe3Hes cTeapar.
BbB GHAMOBOTO NOKPHTHE: MOAUACKCTPO34, KanilHes KapboHAT, XHITPOMENO34, TAJIK,
TPUITIHLEPHUAH, XKBIT XKeneseH okcun (E172), uepsen xeneszen okcua (E172). Buxre Touka 2
»bu-IIpeHeca ceabpka HaTpWi H JaKTO3a".

Kak nw3raexna bu-IIpeneca 1 KakBo CbALPKA OIIAKOBKATA

bu-TIpeHeca 5 mg/5 mg punmupanu tabnerku

OpatbieBH, OBAIHH, ABORHOM3MLKHANKM (PUIMHPAHK TabJIETKH C NE/IUTENHA YEPTA OT eHATA CTPaHA
Ha TabnerkaTa. OT eAHATA CTpaHa HAa JAE/HTENHATa YepTa TabaeTkaTa e MapkupaHa ¢ B, a ot apyrara -
¢ 1. Pasmepy na tabnetkara: npubnusutesnno 8 mm x 5 mm. TaGnerxara moxe Ja Gbae pasaeneHa Ha
PaBHH JO3H.

bu-IlpeHeca ce npeanara B oNakoBKH, ChABPXKAILM:
- 10, 30, 50, 60, 90 n 100 TabneTkn B OnucTepH.
- 7,28, 56 1 98 Tabnetku B 6nucTepH, KaneHNAPHA ONAKOBKA.

He BcHuky BHaOBE OnakoBkH MoraT aa Obaar MycHATH Ha nasapa.

IlpaTexxaren ua papemennero 3a ynorpeba:
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Cnosenus

IIpowsBoanTe/IN:
KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, CnoeeHus
TAD Pharma GmbH, Heinz-Lohmann - Strafe §, 27472 Cuxhaven, I'epmanus

ToBa JiekapceTBo € paspemeHo 3a ynorpeba B ALpKaBHTe — wieHKH Ha EBponelickoro

HKOHOMHYECKO NPOCTPAHCTBO MO CIeJHETE HMEHA: X
Crpana-ujenka THpProscko HMe Ha IPOAYKTA
Crnosakus Bi-Prenessa S mg/5 mg filmom obalené tablet
brvarapus bu-Ilpeneca 5 mg/5 mg prnmupann Tabnerku

Bi-Prenessa 5 mg/5 mg film-coated tablets
Yewka penybirka Bisoprolol/Perindopril arginine Krka




[‘epmaHus Bis-Prenessa 5 mg/5 mg Filmtabletten

Kunsp Bi-Prenessa 5 mg/5 mg emkaAvppéva pe AETTo VUEVIO
OLoK1x

[lonwa Bympero

JIuTBa Bisoprolol/Perindopril arginine Krka 5 mg/5 mg plévele
dengtos tabletés

JlaTBus Bisoprolol/Perindopril arginine Krka 5 mg/5 mg apvalkotas
tablets

Cii0BEHMS Bisonessa 5 mg/5 mg filmsko oblozene tablete

XbpBaTus Bisonessa 5 mg/5 mg filmom oblozZene tablete

YHrapus Bympero3 mg/5 mg filmtabletta

JlaTa Ha nocJIeAHO Npepa3riiek/1aHe HA JIHCTOBKATA:

28 Maii 2026

[Tonpobxa uHpopmMaLms 3a TOBa IEKapCTBO € MpeAocTaBeHa Ha yeOcaiita Ha M3neaHuTenHa AreHuus
no Jlekapcteara (MAJI) http://www.bda.bg.




