JIUCTOBKA



JIncroBka: HHpOPMALHA 32 NALHENTA

Bu-Ilpeneca 10 mg/5 mg puamupann tabieTkn

OusonposonoB hymMapar/nepuHIONpHI apruHUH
Bi-Prenessa 10 mg/5 mg film-coated tablets

bisoprolol fumarate/perindopril arginine

l'[poqe"reTe BHHMATEJIHO LH/1ATA JIHCTOBKA, MPEIH 1A 3aN10YHeTE [1a NIpHeMaTe ToOBa JIeKapCcTBO,

TBil KATO TH CbLAbPkKA BaxHA 32 Bac nudopmanus.

- 3anasere Tazu McToBKa. Moske 1a ce HaNOKHM 4a A NpoyYeTeTe OTHOBO.

- AKO MMaTe HAKaKBH JOMbJIHUTEIHH BbNPOCH, nonuTaiite Bawus nekap unu papmauesT.

- Toea nekapcTBO € npeanydcaHo nMuHO Ha Bac. He ro npeotcrbneaiite Ha aApyru xopa. To Moxke
Jla UM HaBpeJIH, HE3aBUCMMO Ye NMPHU3HALIMTE HA TAXHOTO 3a00/sBaHe ca cbLUMTE KaTo Baiuure.

- AKO MOJy4YHTe HAKAKBH HEXKeJaHH peakuuH, yBeaomere Bawus nexap wiu dapmauert. Tosa
BKJIOYBA H BCHYKH Bb3MOXKHH HEXKEJIAHH pE€aKLIHH, HCOMHCAHH B Ta3H JIMCTOBKA. Buxkre

TOYKa 4.

KakBo ¢babpika Ta3H JIHCTOBKA

Kakso npeacrasnssa bu-Ilpeneca v 3a kakBo ce H3noJ3Ba
Kakgo Tpa0Ba na 3naete, npeau aa npuemete bu-Ilpeneca
Kak na npuemare bu-Ilpeneca

Bb3M0KHH HeKeNaHH peakLvH

U3MBMHUTENNA ATEHLINA NO NEKAPCTOATA

NuemoBka - Mpuroxenue 2

Kak na cbxpanssare bu-Ilpeneca
CbabpkaHHe Ha OMAKOBKATA M JOMBJIHHTEHA HHOpMALIUS

G ihyde L3 3 o=

1. Kakgo npeacrasassa bu-Ilpeneca u 3a KakBo ce H3no0.13Ba

Bu-TlpeHeca cbabpska Be aKTHBHH ChCTAaBKH — OH30MPOONOR (hyMapaT U NEPHHAONPHIT AprHHHH B

enHa Tabnerka:

- buzonpononos ¢ymapar npuHauIekRH KbM €/1Ha rpyna JIEKapcTBa, KOATO ce Hapuua OeTa-
onokepH. bera-6iokepuTe 3a0aBAT CbpAEYHHA PUTBM M MPABAT NO-€(PMKACHO U3MOMMBAHETO Ha

KPBB OT CbPLETO MO TAJIOTO.

- [TepuHaonpun apruHuH € HHXMOUTOP HAa aHTHOTEH3MH KoHRepTHpaluus eH3zuM (ACE). JlelicTra
4ype3 pa3lIMpABaHE HA KPbBOHOCHHUTE CBIOBE, C KOETO yJIeCHABA CbpLeTo By B u3nomneavero

Ha KPbB Ipe3 TAX.

bu-Ilpeneca ce u3non3ea 3a neyeHue Ha BUCOKO KPbBHO HalisiraHe (XMNepToHus) u/nin crabunHa
XPOHHYHA CbP/EYHA HEOCTaTbYHOCT (CHCTOAHHE, MPH KOETO ChPLETO € HECTIOCOOHO /1a H3MoMIBa
JOCTaTBYHO KPbB, 3a /12 33/I0BOJIM HYXK/IMTE Ha TAIOTO, M B pe3yTaT OT TOBA HACTBMBA 33ayX H
MoAyBaHe) W/WIM 32 HAMANABAHE HA PUCKA OT CbpAEYHH MHLMWAEHTH, KATO HarlpuMep MUOKap/eH
HH(}apPKT, NpH NaUUeHTH cbe cTabKIHA KOpoHapHa OoecT (CbCTOsHUE, NPH KOETO
KpbBOCHAOAABAHETO HA CHPLIETO € HAMAJIEHO WK OJIOKMPAaHO) M KOWTO Be4e ca MMaJlH MHOKap/leH
HHODAPKT WKIK onepauus 3a noao0psaBaHe Ha KPbBOCHA0AABAHETO HA ChPLETO Ype3 pa3luMpABaHe Ha

ChI0BETE, KOMTO ro cHabasBar ¢ KPBbB.

/4R
2. Kakso TpsaoBa 1a 3naete, npean Aa npuemere bu-Ilpeneca //}/ pe

He npuemaiite bu-Ilpeneca
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aKo CTe aleprU4yHK KbM OH30MIPONON MK KBM HAKOH ApyT bera-6nokep, KbM NEPHHRONPHUN HITH
KbM HAKo# apyr ACE HHXHOUTOpP, HIH KbM HAKOS OT OCTAHANHTE CHCTABKH Ha TOBA NEKapCcTBO
(136poeny B Touka 6),

aKo HMMaTe ChpAeUHa HEAOCTATBLYHOCT, KOATO BHE3AMHO CE€ € BOLINAA /WM MOXe 1a HANOKH
NeueHude B DONHHLA,

AKO MMATe KapAYMOreHeH LIOK (CEPHO3HO CHPAEYHO CLCTOAHHE, NPHUNHEHO OT MHOTO HHCKO
KPBLBHO HANATaHE),

aKo WMaTe ChpAevHO 3ab0N9BaHe, KOETO CE XapaKTepu3npa ¢ 6aBeH WNH HeNpPaBWIEH ChpAEYEH
pPUTBM (NpeacbpAHOKamMepeH 610K OT BTOpA HJIM TPeTa CTENEH, CHHoaTpHaneH 610K, CHHAPOM
Ha O0NHHA CHRYCOB BB3eN),

aKko umare 3abaBeHa ChbpaeyHaTa ACHHOCT,

aK0 MMaTe NMPEKOMEPHO HUCKO KPBLBHO HANATAHE,

aKO HMaTe TEXKKa aCTMa HiH TEXKO XPOHHYHO GenoapobHo 3abonsasane,

aKo HMaTe TeXKH npobnemu ¢ KpbBooOpalLeHHeTo Ha KpaHHHLIMTE CH (KaTo HanpuMep
cHHApoM Ha Peiino), koHTO MOKe [a € NPHYHHA NMPBLCTHTE HA pbLETe UIH HA KpakaTa Bu Oa
MPL3HAT WK Aa ca 61enu WK CHHKABH,

aKo UMare HeseKysaH ()eOXpOMOLIMTOM, KOHTO NpeACTABIABA PAAbK TYMOpP Ha HanOBsOpeuHaTa
Aunesa (Meaynara),

ako MMate MeTabOoIMTHA aLKA03a, CBCTOSHUE, MPH KOETO HMaTe TELP/E rojleMH KOJIHYECTBA
KHCENHHA B KPLBTA CH,

aKo CTe NoJlyyaBai CHMNTOMH KaTO CBMPKallO AHIHAHE, NOAYBAHE HA THUETO, €31Ka HIIH
I'bpJOTO, CHIIEH cbpOek WIH TEXKKH KOXHH 0OpHBH IpH nipedHLiHo feveHue ¢ ACE
HHXHOHTOPH KK ako Bue wiH uneH Ha Balero ceMeicTBO cTe HManM TAKMBa CHMITTOMH NMPH
ApYTH o6CcTOATENCTRA (CHCTOAHHE HAPEYEHO AaHTHOHEBPOTHYEH OTOK),

ako cte 6peMeHHa cnen 3-Tua Mecell (OCBEH TOBA 3a NpeAnoyHTaHe ¢ Aa usbarsare bu-Ilpexeca
B paHHHA cTaauii Ha GpeMeHHOCTTa — BHXKTE pazfiesna OTHOCHO OpeMEHHOCT),

ako umare aHabeT HnH HapyleHa 6b6peuHa GyHKUHA H Ce NeKkyBaTe ¢ IEKApCTBO 32
NOHH)XaBaHe Ha KPbBHOTO HAJIAraHe, ChIbPKALLO aHCKHPEH,

aKo CTe Ha AHAIW3a WK HAKAKLB APYT BUA ¢unTpauus Ha KpbBTa. B 3aBUcHMocCT oT anapara,
KoiiTo ce u3non3ea, bu-IlpeHeca Moxe na € Henoaxoaawy 3a Bac,

ako umare npobaemu ¢ 6B6peunTe, npu KouTo cHabaseaHero Ha Bawute 66penu ¢ kpbE €
HamaneHo (CTeHo3a Ha Os0peyHaTa aprepus),

4KO NPOBEXKIATE WM HACKOPO CTE NPOBEXAATH JIEYEHHE ChC CaKyOHTpWI/BancapTaH,
JIEKapCTBO, U3MON3BAHO 3 JIeUeHHE Ha ChpAEYHA HEAOCTATBUHOCT, Thif KATO PHCKBLT OT
anryoenem (6bp3o noAyBaHe NoJ KoxkaTa B 061acT KaTO rbpOTC) € NOBHLLIEH ( BIKTE
“IIpeaynpexnaeHus W npeanasau Mepku™ u ,,JIpyru nekapctea n bu-Ilpeneca®).

IIpenynpexaenus A Npeana3Ha MEPKH
I'oBopete ¢ Bawua nekap unu dapmauent, npeau na npueMere bu-Tlpeneca:

umare nuaber,
umare OLOpeunn npobnemu (BKmouHTenHO 6BOpeyHa TPaHCILTAHTAINA) HIH aKO CTe Ha
JHATH3HO NeYeHue,

uMmare uyepHoapobeH npobnem,

MMAaTe a0pTHA H MUTPAJIHA CTEHO3a {CTECHABAHE HA INIABHUA KPBBOHOCEH CbJl, H3MTH3aL OT
CBPLIETO) HIAH XUNepTpodHUHa kKapauoMHonaTHa (3abonsaBase Ha CLPASYHHA MYCKYI), HITH
cTeHO3a Ha 6BOpeyHa apTepHs (CTECHABAHE HA apTEpUATA, KOATO cHabaaBa GbOpeka ¢ KpbB),
MMaTe HeoOHUYaiHO MOBUIIEHH HUBA HA XOPMOH B KPbHBTA, HAPEYEH A10CTEPOH {TbPBHYEH
angoCTEPOHUILM),

aKO CTpajaTe OT ChpAeYHA HEAOCTATLYHOCT WK OT APYrH NpobNeMH Cbe CbplieTo, KaTo
HanpUMep NeKH HAPYIUCHHA Ha CbPACYHHSA PHTbM WIH CHIHH GONKH B rpbAHMS KOLU B NOKOH
(cTeHokapaua Ha [IpuHumMeTan),

CTpajare OT Ko/areHo3Ha cbaoBa Gonect (3abonaBaHe Ha CbeAHHUTENHATA THKA,
HanpHMep CHCTEMEH NYTYC ePHTEMATOEC HITH CKAEPOAEPMHA,

cna3BaTe JMeTa C OrpaHHYeH NPHEM HA rOTBApCKa CON HITH H3MON3BATE 3aMec
roTBapcxkara coil, KOMTO ChAbpAAT KaJHii {MOBHILEHOTO KONHYECTBO HA KA
Aa NMPUYHHH NPOMEHH B CLPAEYHHA PHTHM),




- aKO HAaCKOPO CTE HMANTH JHApHA UIH NOBPLLUIAKE, HITH ako cTe 00e3soaHeHH (Bu-TIpeHeca moke
[a MPUYKHH cNaJaHe Ha KPbBHOTO HAJIATAHE),

- Tp#bBa na 6baete noanoxkeru Ha LDL adepesa (koeTo npeactasispa oTcTpaHsBaHe Ha
xonecreposa ot Batuara KpbB upe3 MawHHa}), B MOMEHTA MPOBEXKIATE AHTHAIEPrUYHO NeYeHHe
1M By npeactou Aa ce NOAN0XKHTE Ha AECEHCHOHITHIUPALLIO ICHEHHE 32 HAMANABAHE Ha
anepruyuHuTe eexTH KbM YXKHIBAHE OT IMHENH WIH OCH,

- Cra3BaTe CTPUKTHO r1anyBaHe wiM TexKa AHeTa,

- NpeACTOH Aa ObAeTe NOANOKEHH Ha YNOHKA W/HIH roJiAMa ONepaLius,

- Hmarte npobiaemu ¢ KpLBEOOOpaLEHHETO B KpalHHLMTE CH,

- MMaTe acTMa Wi XpoHHyHo Henoapobuo 3abonasaue,

- uMarte (UMK CTe UMAITH) ICOPHA3HC,

- ako MMarte TyMop Ha HaaGbOpeuHarTa xnesa (heoxpoMoLMTOM),

- MMaTe HApYLUCHHUE HA IUMTOBHAHATA #ne3a (bu-Ilpeneca Moke Aa NPHKPHE CHMOTOMHTE Ha
CBPBXAKTHRHA LLMTOBH/HA )Ke3a),

- MMAaTe aHrHoeeM (TeXKa alepruyHa peaku1a ¢ NoLyBaHe Ha JHLETO, YCTHHTE, €3HKa HITH
I'bPAOTO, NPHAPYKEHA OT TPYOHOCT 3a NperiblUaHe HIH AHLaHe). Tosa MOXe Na cTaHe BLB
BCEKM MOMEHT B X0/1a HA IEUEHHETO. AKO Pa3BHeTe TAKWBA CHMNTOMH, TpAbBa Aa cnipeTe
npuema Ha Bu-lTlpeneca u na otuaere HelabaeHo Ha Nekap,

- CTe OT YePHOKOX MPOH3XOA, Thil KaTo 3a Bac Moxke Na HMa MO-roJisM PHCK OT AHTHOEIEM H
TOBA JIEKAPCTBO MOXeE Aa € N0-c1abo edeKTHBHO 33 NOHMIKABAHE HA KPBBHOTO BH HanAraue,
OTKOIIKOTO MpPH XOpa, KOMTO He ¢a YEPHOKOMXH,

- npUemare HAKoe OT CReHUTE JICKapCcTBa, U3MOoI3BaHH 32 JIeYEHHe Ha BUCOKO KPLBHO HalAraHe:

- anruotensuH Il peuentopen 6nokep (ARB) (M3BecTeH olle KaTO capTaH — HANPHMEpP
BaJICapTaH, TEJIMUCAapTaH, MpOecapTaH) M B HACTHOCT — aKO UMare 6L6pedHH npobnemu,
CBbp3aHM ¢ aualerT.

- AJTHCKHPEH.

Bauwiusar nexap Moxe Aa NpoBepsABa npes paBHH HHTepBann Ob0peunara pyHKLMSA, KPEBHOTO
HAJIAraHE M KOJIHYECTBOTO ENEKTPOIMTH (Hanp. kanuii) B kpbeTa BH. Buskre cblo
nddopmauusTa, o3arnasesa ,,He npuemaiite bu-Ilpeneca™.

- PHCKBT OT AHFHOEIEM € MOBHLIEH, aKO PHEMATE HAKOE OT CIIEAHHTE JieKapcTea:

- pauexaJoTpHi (M3NON3BAH 34 leYeHHe Ha AuapHs),

- CHPONHMYC, EBEPONUMYC, TEMCHPOIHMYC H APYTH NeKapcTBa, NPUHALIEKALA KbM
K/ac NleKapcTBeHH NpoayKTH, HapeveHH mMTOR uHxuGHTOpH (M3NnoNn3BaHH, 32 a ce
NPEAOTBPATH OTXBBLPIAHETO HA TPAHCILIAHTHPAHH OPraHH W NMpPH Pak),

- CaKyOMTpHJI {HaIH4YEH KaTo PUKCHpaHa 103082 KOMOHHALIMA ¢ BaJicapTaH), H3NOM3BaH
33 MPOLBKHTENHO eUYEHHE HA ChPIEUHA HEAOCTATLYHOCT.

- JINHATTHNTHH, CAKCATJIMITHH, CHTArTHOTHH, BWIAATTHITHH M APYTH NeKapcTsa,
MpHHaLNexKalH KbM KIAC IEKapCTBEHH NPOAYKTH, HAPHYAH IMUNTHHH (M3MNON3BAHH 32
nedeHue Ha quaber).

He npekbcraiite pa3ko npueMa Ha bu-Tlpeneca, TbH KaTo ToOBa MOJKE [1a IPHYMHH TEIKKO BIIOLIaBAHE
Ha cepaeyHoTo Bu 3abonsaeane. Jlewenuero He TpaGera na ce npexpaTaBa pA3Ko, ocobeHo NpH
MaUHEHTH C KOpPOHapHa GONeCT Ha ChpLETO.

Tpatea zagbmkurenHo na uHgopmupare Bawuns nexap, ako cMmarare, ue ¢Te OpeMeHHa (WK €
Bb3MO3KHO Ja 3abpemeneere). bu-Tlpexeca He ce npenopbusa B paHHHTE CTAAMH Ha OpEMEHHOCTTa H
He TpAbBa na ro npueMare, ako c¢te OpeMeHHa crel 3-THA Mecell, Thil KaTo Moxe 1a NPHYHHK
cepHO3HO yBpexkaaHe Ha Baweto 6ebe, ako ce H3noN3Ba B TO3M NEpHON ( BHXKTE TOMKATA 3a
6pemeHHocT).

Jena v wHOIIH
bu-Tlpeneca He e npennasHaueH 3a NpUAMKEHHE MNpPH Jela H NOAPACTBALLH HA Bb3pacT nox |
FOIOHHH.

JApyra aexapcrea u Bu-Ilpeneca
Hudopmupaiite Bawna nexap win gapMaueBT, ako NpHeMaTe, HACKOPO CTe NPHEM
BB3MOXHO J1a NIPHEMaTe APYry NekapeTsa.



Hma nekapcTpa, KOMTO Morat aa npoMeHsT edekta va bu-IlpeHeca Wik yHHTO eexTH MoXKe Ja ce
npomensT oT bu-TTperHeca. To3u THN B3auMoaefcTBHE MOXKe [1a ioBee 10 HAMANSBaHE Ha
e(eKTHBHOCTTA HA €AHOTO WK Ha ABETE JIEKapCTBA. AJITEPHATHBHO MOXKE [ NMOBMLUHK PHCKA OT
Bb3HMKBAHE Ha HEXXENAHH PEAKLIMH WM HA TAXHATA TEeXecT.

HenpemenHo ungopmupaiite Baluus nekap, ako B3eMaTe HAKOH OT CJIEAHHUTE J€KapCTBa:

- JIEKAPCTBA, KOMTO C€ M3NO0A3BAT 33 KOHTPOJIMpaHe Ha KPBBHOTO HaJIAraHe, WiH JIEKapeTsa 3a
npodNeMH Cbe CHPLETO (HanpUMep aMHOAAPOH, aMITOOMIWH, KNOHUIHH, AMTHTAAHCOBH
rNMKO3WAH, AHATHA3EM, IH30NMUpaMH, PenoannuH, GpaekanHu, THAOKaHH, METHIAONA,
MOKCOHH/IHH, POKaHHaMK[, nponadeHOoH, XMHHAHH, PUIMEHHANH, BEpaTiaMi),

- ApYTH NIEKapcTBa 3a JICYEHHE HA BUCOKO KPbBHO HANAraHe, BIVTIOYUTENMHO aHrHOTeH3uH 11
peuentopxu 6nokepu (ARB), anickupeH (BHXTE ChILo HHPOpMaLMATA, O3arnaBeHa , He
npuemaiite bu-Tlpeneca® u Ilpeaynpesxaenna 1 npeanasHu MEPKH Npu ynotpeba®) uiu
AUYPETHLIH (IEKApPCTBA, KOHTO YBEIHYABAT KOJHYECTBOTO YPUHA, Npou3BeacHa ot 6ubpeunre),

- KaMii-ChbXpaHABaILM JeKapcTea (HANp. TpHaMTepeH, aMHAopHa), KaiHeBH 100aBKH HITH KallHii-
CHIbPKALLH 3aMECTHTENH Ha MOTBAPCKAaTa cOofl, IPYrH IEKapcTBa, KOMUTO MOTaT A3 NOBHILAT
Kanus B TANOTO (TaKHBa KaTo XenapKH, IEKapCTBO H3MOA3BAHO 33 Pa3pexaaHe Ha KPbBTA H 33
NpeaoTBPaTABAHE HA CHCHPELIH; TPUMETONIPUM H KO-TPUMOKCA30M, MO3HAT OLLe KaTo
TPHUMETONPHM/CYN(HaMETOKCA30I 3a NeveHne Ha HHpEeKLHH, NPHYHHEHH OT DakTepus),

- Kanuii-ChbXpaHABaLUK JIeKapCTBa, H3MOI3BaHH 3a NieHeHHE Ha ChpAe4HA He0CTaThYHOCT:
erJIePeHOH H CITMPOHOJIAKTOH B A03H OT 12,5 mg ao 50 mg Ha nen,

- CHMIAaTHKOMHMETHYHH CPEACTBA 3a JIeUeHHe Ha KIIMHHYEH LUOK (2IpeHANHH, HOPaAPEHATHH,
N06yTaMHH, H30NpeHANIHH, e(eapHH),

- eCTPaMyCTHH — H3NO3BaH NPH JIeYeHHE Ha pak,

- JIEKApCTRA, KOMTO Hai-4e€CTO Ce H3MOM3BAaT 3a JieHeHHe Ha Auapud (palekaJoTpHI) HITH 3a Ja ce
n30erHe OTXBBLPNAHETO HA TPAHCILIAHTHPAHH OpraHH (CHPOIHMYC, EBEPOIHMYC, TEMCHPOTHMYC
H JPYrH JIEKApCTBA, NPHHAANEKALIM KbM KIAac JIEKAPCTBEHH NPOAYKTH, HapeueHu mTOR
HHXHOMTOpH). Broxre Touka , fIpenynpexnenus w npegnazuu mepkn npn ynorpeba®,

- cakyOuTpun/Bancapras (M3NON3BaHK 32 NPOALIKHTENIHO ICYEHHE HA CHPACYHA
HegocTarbuHOCT). Brokre Toukn , He npuemaiire bu-Ilpeneca® u ,,Ilpenynpesxaenus u
npeaAnasH! Mepku npH yrnotpeba™.

- JIUTHI — M3NOA3BAH 32 NeYeHHe Ha MaHHH U IENPECHH,

- HAKOH JICKApPCTBa, H3NOI3BaHH 3a JICYCHHE HA ACTIPECHA, KATO HATIPUMED HMMNPAMHH,
aMHMTPHNTHIHH, HHXHOHTOPH Ha MOHoamHHooKkcuaazaTa (MAOQO) (¢ nakmouenne Ha MAO-B
HHXHOUTODH),

- HAKOM JIEKapCTBa, H3MONI3BaHH 3a JIEUEHHE Ha LIH30MPEHHA (AaHTHIICKXOTHLM),

- HAKOM JleKapcTBa, H3MOM3BAHU 32 JleueHHe Ha enunencus (peHuTouH, GapOSUTypaTH KaTo
tdenoGapluran), aHECTE3HONOrHYHH JIEKAPCTBEHH NMPOAYKTH, U3NON3BAHU NTPH XHPYPrUYHK
npoueaypH,

- CBLIOpa3LIHPABALIM CPEACTBA, BKIIOUHTENHO HHTPATH (NpenapaTH, KOWTO BOZAT A0
pasilipsABaHe Ha KPbBOHOCHHTE CBAOBE), TPHMETOMPHM, W3MOJI3BaH 33 JIeYEHHE Ha HHEKUHH,

- MMYHOCYTIpecOpH (J1eKapcTBa, KOHTO HAMA/IABAT 3aLIMTHHA MEXaHHIbM HA TANIOTO) KaTo
UHKJIOCTIOPHH, TAKPONUMYC, H3MON3BAHH 33 JICYUEHHE HA ABTOMMYHHH HAPYLUCHHA HIH clea
TPaHCMNAHTALHOHHA XUPYPrud,

- anonypyHoON, U3NOJI3BAH 3a NeYeHHe Ha Nnojarpa,

- NapacHMNaTHKOMHMETHYHH IEKAPCTBA, W3MON3BAHH 32 IEYEHHETO Ha CBCTOAHHUA, KATO
HanpuMep GonecTTa Ha AlixaliMep WK rnaykoma,

- NokanHo npunaraiu Oeta-610KkepH 3a neyeHHe Ha rNaykomMa (NOBULIEHO BLTPEOYHO HANAraHe),

- Me(IIOXHH, H3MON3BAH 3a NeUeHHE Ha Manapys,

- GawiodeH, H3Non3BaH 3a ieueHHe Ha MyCKyJIHa CKOBAHOCT NPH HAKOW 3abonaBaHHsA, KaTo
HanpHUMep MHO)KECTBEHATA CKIepo3a,

- 3N1aTHH COMM, OCODEHO NPH MHTPARBEHO3HO NMPHIGKEHHE (M3NOJ3BAT CE 32 N
CHMNTOMH HA PEBMATOMIEH APTPHT),

CHTAarllMNnTHH, BUW1OarjiHnTHH,



- HECTEPOHAHH NpoTHBOBB3NanuTenHu aekapetsa (HCTIBC), nanp. ubynpoden nnu
AuKknoheHaK, HIH BHCOKH J03H aLIETWICATHLHIOBA KHCENHHA, KOMTO Ce NPHArar 3a JeveHHe
Ha apTpHT, rnaBobonke, Gonka WK BE3NANCHHE,

ba-Ilpeneca ¢ xpaHa, HAMUTKH H AJKOXO0.
3a npeanounTade e GH3OTIPONON/NEPUHACTIPHA A Ce NpHEMa NIPEAH XpaHeHe.

BpeMeHHOCT H KbpMEHE
Axo cTe OpeMeHHA WIH KbDMHTE, CMATATE, Ye MOXKe Aa cTe OpeMeHHa WK naHHpaTe GpeMeHHOCT,
nocuBeTRaliTe ce ¢ Bauiug nekap uau dapmauesT npean ynorpefara Ha TOBa JIEKapCTBO.

bpemennocm

Tpsabsa 3agtixuTenHo aa uHdopmupare Bawuna nekap, ako cMaTate, de cTe 6pemenHa (MK €
BB3MOACHO Aa 3abpeMeHeere). ObuKkHOBEHO BamuaT nekap we By nocbReTBa Aa cnpeTe npUemMa Ha
Bu-Ipeneca npeaun 3a0peMeHaBaHETO HNY BB3MOKHO HAH-CKOPO CNEA KATO CTE Y3HAJIM, Y€ CTE
6peMeHnHa, u we Bu nockeersa BMecTo bu-IlpeHeca na npuemare apyru nexaperea. Bu-Tlpeneca He
Ce MpenopLLBa B PAHHHMTE CTaAUK Ha HpeMeHHOCTTa H He TpabBa aa ce npunara, ako cte OpemeHHa
cnea 3-THA Mecel, Thi KaTO MOXKe Aa MPHYMHH CEPHO3HO yBpexaaHe Ha Bauwero 6ebe, ako ce
M3N0/138a B NEPHO/A Clie]l TPeTHA Mecel Ha GpeMeHHoCTTa.

Kvpmene

Yeenomere Bawuns nekap, ako kbpMHTE HIH Bb3HaMepsBate 1a kbpMute. Bu-IlpeHeca He ce
NpenopbuBa NpH MaklkH, KOWTO KbPMAT, U Baunar nexap moxe na u3bepe apyro neuenue 3a Bac, ako
*xenaere 1a KbpMHTE, 0cobeHOo ako GeGeto BH € HOBOPOAEHO HNM NPEXAEBPEMEHHO POICHO.

IModnrpane n padora ¢ MAINHHA

Bu-Ilpeneca HaMa npsAKo BNMAHUE BbPXY KOHLIEHTPALMATA HA BHHMAHHETO, HO MPH HAKOH NaLHeHTH
MOKE 112 HACTBNAT 3aMaiipaHe WK cnabocT, CBLP3aHH ¢ HUCKO KPBBHO HANAraHe, ocobeHo B
HavalloTO Ha JleYeHHETO, IPH CMAHA Ha JIEYEHHETO, KAKTO W NPH NIPUNoKEHHE 33€HO ¢ aTIKOX0N, AKO
CTe 3aCErHaTH MO TO3H HauMH, BawaTta cnocobHocT 3a modmpane wiu paboTa ¢ MALIMHH MOXe aa
6bae HapylueHa.

Bu-llpeneca ¢cbabpxa RATPHIE H JIAKTO32

Tosa nekapcTBO chAbpXKa No-Manko ot | mmol Hatpuii (23 mg) Ha TabneTka, T.e. MOKe Ja ce KaKe,
ue MPaKTHUYECKH HE CBHABPKA HATPUA.

Ako Bawnar nekap Bu e kazan, ue ©MaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, CBLPKETE Ce C Hero
npeay Aa NpHEMETE TOBA ICKAPCTBO.
3. Kak xa npremare bn-Ilpeneca

Bunarx npuemaiite TOBa N1€KapcTBO TOYHO kakTo By ¢ kasan Bawuar nexap wiu gapmanest. Ako He
CTe CHIYpPHH B Hewo, nonuraiite Bawna nexap win dapmauesT.

lMpenoprunTenHata HauanHa no3a € eAHa TabseTka BeAHBXK AHEBHO. [ TETHETE Tabnerkarta ¢ vala
BOJA CYTPHH NPENH XpaHeHe.

Bnbpeuno yBpexaane
Bu-Tlpeneca He ce npenopb4Ba, ako cTpaaaTe OT yMepeHo Wi Texko 6x6peuHo 3abonasa

YunorpeGa npn Aena H IOHOIIH
He ce npenopbyea ynorpeba npH fewa W KOHOLIW.

AKO cTe npue/n nose4e oT HeoOxoaumaTa n03a bu-Ilpeneca




Ako cTe npueny noseue TabneTky, oTkonkoTo Bu e npeanucano, cebpkerte ce Hezabasro ¢ Bawns
Aekap Wnu apmauenT.

Hali-BepoaTHUAT €dekT B ciyyail Ha MPeAO3HpaAHE € HHCKO KPhBHO HANATAHE, B PE3YNTAT HA KOETO
MOJKE [a NOYyBCTBATE 3amaiiBaHe WM Aa Bu npumanee (ako ce ciyyH ToBa, MOXKe 13 MOMOrHe 1a
AETHETE M Ja NOCTABHTE KPAKATA CH HABHCOKO), CUTHO 3aTpyAHEHO RHLIAHe, TpenepeHe (nopaau
HamajeHW HHBA HA KPbBHATA 3axap) H 3a0aBfHE HA CHP/CYHATA YECTOTA.

Axo cTe nponycuain aa npaemete Bu-Ilpeneca

BaxxHo € 1a npuemare BaweTo nekapCTBO BCEKH 1eH, Thil KATO PeAOBHOTO JIEYEHHE € NO-ePEeKTUBHO.
Ako obaye cTe 3a0bpaBuid 1a npremMete qo3a ot bu-Tlpeneca, B3eMete cnenpawara no3a B oOH4aiHUA
yac.

He Bzemaiite npoiina 103a, 3a 1a KOMNEHCUPATE NPONYCHATAaTa A034.

Ako cte cnpenn npuema Ha bu-Ilpeneca

He npexscBaiiTe pazko npHema Ha bu-TpeHeca v He npomensiiTe no3ata 6e3 NnpeaBapUTENHO Ja CT¢
C€ KOHCYJITHPAIIH C Batus nexap, Tbil KATO TOBA MOXKE Aa NPHYHHH TEXKKO BIIOLIABAHE HA
cbpaeuHoTo By 3abonasase. Jleuennero He Tpa®ea aa ce npekpaTapa pa3ko, 0cobeHO IPU MAUHEHTH ¢
KOpoHapHa fonecT Ha ChpueTo.

AKO HMaTe HAKAKBH AOIBLIHHTENHH BBIIPOCH, CBbP3aHH ¢ ynoTpebara Ha TOBA JIeKapCTBO, MONUTaHTE
Baiuua nexap unu papmauest.

4, BL3MOHH HeKeJIaHH PeaknHH

Kakro BcHUK# NekapcTBa, TOBA NEKAPCTBO MOME 1A NPEAN3IBHUKA HEXENaBH PEaKLIMH, BLIIPEKH Ye He

BCEKH M NOAY4aBa.

Crperte 12 npHemMaTe TO3H JEKAPCTBEH NPOAYKT H OTHAETE He3a0aBHO HA Nperjel NpH JeKap,

AKO MOTYYHTE HAKON OT CIeJHHTE HeXKETAHH pPeaKlHu:

- CHJIHO 3aMaiiBaHe WIH NpHMaNfABaHe NopaJy HUCKO KPbBHO HanAraHe (YecTH — MoraT aa
3acerdar no 1 Ha 10 aywn),

- BIIOLIABAHE HA ChPACUHA HEAOCTATHYHOCT, KOCTO MPHYHHABA 3aAyX H/HIW 3a0pBAKa Ha
TEYHOCTH (4eCTH — MoraT aa 3acerHar o 1 Ha 10 qywum),

- TIOAyBaHEe Ha JIHLETO, YCTHHUTE, YCTATA, €3HKA WM IbplIOTO, 3aTPYAHEHO JHLIaHe {(AHrHOoeaeM)
(HeuecTH — MoraT aa 3acerdaT ao | va 100 mywn),

- BHE3aMHO CBHPKALLO AHLIAHE, GOMKA B FEPAMTE, HEAOCTHI Ha BB3AYX HITH 3aTPYAHEHO AMLIZHE
(6ponxocna3bM) {HeuecTH — MoraT Aa 3acerdat 4o | Ha 100 ayum),

- Heobu4aiiHO 6bp3 WM HEPHTMHYEH ChPIEYeH PUTBM, IPpbIHa Gonka (CTEeHOKapaHA) WITH
cbpaeueH HHpapkT (MHOro peaxn — Morart aa 3acerHar Ao 1 Ha 10 000 aywmn),

- OTMaJIfBaHe Ha pbLETe WIH KpakaTa unu npobneMu B roopa, koeto 61 MOrJIo a € MPH3HAaK 3a
Bb3MOXKEH UHCYT {(MHOTO PeKH — MOraT Aa 3acerHaT Ao 1 Ha 10 000 nymu),

- Bb3NAJIEH NAaHKPeac, KOETO MOYKE Aa NPHYHHH CHIHH KopeMHH GoaKK M Gonku B rbpba,
NPHAPYKEHH OT HYBCTBO 3a CHIHO Hepa3noiokeHHe (MHOTO PEIOKH — MOTaT Ja 3acerHart o |
Ha 10 000 aywwu),

- MOKBLITARAHE HA KOXKATA HIH O4HMTE (KBATEHHLA), KoeTo 61 MOINO Ja € MpH3HaK 3a XenaTuT
(MHOro penku — morar fa 3acerHat fo 1 Ha 10 000 aywm),

- KOYKEH OOpHB, KOMTO HECTO 32N0YBA € NNOABATA HA YEPBEHH CHLPOALUH NETHA 110 JHLETO, PhLETe
WK KpakarTa (epuTema myaTtudopme) (MHOro peaku — Morat Aa 3acernat ao 1 Ha 10 000
OYLUH}.

bn-TIpeneca 0OMKHOBEHO ¢e MOHACH DOOPE, HO KaKTO M MPH BCHYKHU JIPYrH IEKapcTsa, XOpatT
Na MONy4aT pa3fIMyHH HEXKeJlaHH NIEKAPCTBEHH PeakLMK, 0COGEHO NPH NbPBOHAYANHO
JICUYCHHETO,

AKko 3a0e/1e2KHTe HAKOA OT HeXeNaHHTe JIEKAPCTBCHH PCAKIIHHA, OMHCAHH NO-I
HECOMHCAHH B TA3H JIHCTOBKA HEKE/IAHH PEAKIHH, MOJIf, YBCAOMETE BeaIHArA B



dapmanesT:

MHoro uecT (MOXe 1a 3acerHar noseye ot | Ha 10 aywu):

3abapeHa ChpacyHa AeiHOoCT.

Yectu (MoraT ma 3acerHat ao | #a 10 qywmn):

rnapobonue,

3aMaiBaHe,

CBETOBBPTEX,

HapylueH BKyc,

MpaByUuKaHe (MrHUKH),

M3TpbNBaHe H 00e34yBCTBABAHE HA PbLETE H Kpakara,
3PHTENHH HAPYLLIECHHSA,

THHHTYC (YCELLAHE 3a LWYM B YIIUTE),

4yBCTBO HA CTYA B PBLETE M KPAKATa,

Kawnuua,

HEJOCTHT Ha Bb3AYX,

CTOMAaUIHO-YPEBHK HAPYUICHHS KaTo rajcHe, NoppbliaHe, O0NKH B KOpema, 3aTpyAHEHO
XpaHOCMUIAHE WIH AMCTIENCHA, DUAPHA, 3aMEK,

AIEPryuYHH PEaKUHH KaTo, HaNpuMep, KOXKHH 0OpHBH, Chpbek,
MYCKY/THH KpaMmIH,

4yBCTBO Ha YMOpa,

yMmopa.

HedecTu (Moxe na 3acerHar go | Ha 100 nywmn):

NPOMEH/IMBO HACTPOEHHE,
HapyLUEH CbH,

Jenpecus,

CYXOTa B YCTaTa,

MHTEH3HBEH ChpOEXK WM TEKKH KOXKHH OOpHBH,
o0pasyBaHe Ha MEXYPH Ha NOBLPXHOCTTA HA KOXKaTa,
NOBHLUEHA YyBCTBUTETHOCT Ha KOXATa KbM CTbHLE (peakuyi Ha OTOUYBCTBUTENHOCT),
H3NOTABaHeE,

npobnemu ¢ 6u6peunrte,

MMMOTEHTHOCT,

noBHweH Opol Ha eo3nHodunyTe (BHA Geny KPLBHH KIETKH),

CHHMBOCT,

NpHNafaHe,

nannuTauMH,

TaxXUKapaus,

HEPHTMHYHA CbpJEYHA ASHHOCT (HapyilueHHe Ha AV -NPOBEXKAAHETO, BEINANCHHE Ha
KPBBOHOCHH CbA0BE (BaCKYJ/IHT),

3amaiBaHe NpH H3NpaBaAHe,

MYCKyNiHa cabocr,

apTpanrva (6ONKH B CTaBHTE),

MHaruA (OONKH B MYCKYTHTE),

rpbaHa Gonka,

(PU3MUECKO HEPA3TIONOKEHHE,
NOKaH3HpaHo noayeaHe (nepudgepen oTok),
Tpecka,

nanawe,

NpoMeHH B 1abopaToOpHKUTE NoKa3aTeNH: NOBHIIEHH KPLBHH HHBA HA KanHi, 06pa_
CMHMpaHe Ha NPHICKEHHETO; HAMANEHN HHBZ Ha HATPHH, MHOTO HUCKH HHBA HA
(XHNOrIKKEMHA) B CIyHaH HA MALHEHTH ¢ AWabeT, NOBHIIEHA ypes B KPbBTa,
KPEaTHHHH B KPbBTA.




Penku (Moxe ga 3acernar ao | Hva 1 000 mywn):

- ocTpa H61r6peuHa HeaoCTaTLUHOCT,

- TbMHA Ha UBAT YPHHA, FaIcHE WK MOBPbLUAHE, MYCKYIHH KPaMIi, CbCTOAHUE HA OOBPKAHOCT
1 npunaasuy. ToBa MOXKke Aa ca CHMITOMH Ha CbeToAHHKE, HapeueHo CHAJIX (cuHapom Ha
HEealeKBaTHA CEKPELMA HA AHTHAHYPeTHYeH XOPMOH}.

- HaMaJIEHO WM JINNICBALIO OTAENSAHE HA YDHHA,

- 3aucpBABaHE,

- KOLUMapPHH CbHHUILA, XaNIOLUMHALIHH,

- HaMaJIeHO OTIENAHE HA ChIT3H (CYXO0 OKO),

- npobneMH che ciyxa,

- Bb3MANeHHe HA YepHHUA APOoD, KOETO MOXKe Na NPHYHHH MOXBITABAHE HA KoXara WK Oanata
4acT Ha OMUTE,

- aNepru4yHa Xpema, KMXaHe,

- anepruyHonoacOHHU peakuuH KaTo cbpbesk, 3auepBaBaHe, 0OpHB,

- BNOLIABAHE HA NCOPHA3MC,

- npoMsHa Ha nabopaTopHUTE NOKA3ATENH: NOBULIEHH HHBA HA HEPHOAPOOHUTE eH3UMH, BUCOKH
HHBa Ha GuHpYOHH B cepyMa, OTKIIOHEHHE OT HOPMAaTa Ha HUBATA Ha Ma3HHHHTE.

Muoro peaku (Moxe aa 3acerHart ao 1 va 10 000 aywn):

- o0BpKaHoCT,

- JpaszHeHe H 3a4epeaBaHe Ha OKOTO (KOHKOHKTHBHT),

- €031HO(HNHA NHEBMOHKSA (PAABK BUA THEBMOHHA),

- BL3NANEHKE Ha Navkpeaca (KoeTo NPUUMHABA cHIHU DONKH B KOpeMa H rspha),

- kocona,

- MofABA WIH BJIOLIABAHE HA JtocniecT 06puB (ncopHasuc), ncopuasucononcbed oOpue,

- NPOMEHH B KPLBHHTE CTOHHOCTH, KaTo No-Manbk Opoit Genu U yepBeHH KPbBHU KIETKH,
NOHMXEH XeMOrNOOHH, No-manbKk 6poH TpoMOGOLMTH.

C Hen3pecTHa 4ecTOTA (OT HUTWYHHTE JAHHHM He MOXe Ja ObAe HanpaBeHa OLUEHKA):
- NpOMsAHa B LIBETA, H3TPBNBaHE H HOJIKa B MPLCTHTE Ha PBUETE WIH KpakaTta (heHOMEH Ha
PeiiHo).

Ako MONYUYHTE HAKO# OT Te3W CHMIITOMMH, ce CBBDKETE C Bamns NeKap PL3IMOXKHO Hai‘{-cmpo.

CrobumaBane HA HeXKeTaHH PeaKkIan

AKO NOJNyYHTEe HAKAKBH HEXKENIAHM JISKAPCTBEHH Peakuuy, ysenomere Bawna nekap nau dapmauesr.
Topa BKIIOHMBA BCHUKH BE3MOKHH HEOTIMCAHH B TA3H JIHCTOBKA HEIKENAHHW peakiiH. MoseTe cblio na
CLOOLUMTE HEXKENAHH PEaKUWH AUPEKTHO Ypes:

HM3nbaHuTenHa areHuHs no iekapcTpaTta

yu. ,,Jlaman I'pyee” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yebcaiiT: www.bda.bg

Kato crobluapaTe Hexenany peaklMn, MOXKETE 1a AafieTe CBOA NPHHOC 32 NOAYYABAHE HA NOBEYE
HMH(OpMaLIMA OTHOCHO He30NacHOCTTA HAa TOBA NEKapCTBoO.

5. Kax pa chxpanspare Bu-Ilpeneca

Ila C€ ChXpPaHABA HA MACTO, HEAOCTBITHO 34 AcLa.

IIa C€ ChXpaHABa B ODHIHHANHATA ONAKOBKA, 334 Aa CE NpEeanasH oOT Bjara.
Tosa JCKApPCTBRO HE H3HUCKBA CNICLHANHA TEMIIEPATYPHH YCNIOBHA HA ChXPAHCHHE.



He u3xBbpasiite nexapcTsara B KAHATH3ALKATA WK B KOHTEHHEDA 33 JOMALIHH OTTIaAbLM.
Monuraiite Bawwa papMauesT kak 1a U3XBLPAATE NeKAPCTBATa, KOHTO Beve He uinonssare. Tesu
MEPKH LLIE CMOMOrHAT 3a ONa3BaHe Ha OKOJIHATA Cpeaa.

6. ChabpXanHe HA ONAKOBKATA H AONBJAHUTENIHA HHPOPMANHA

Kaxso cbabpika bu-Ilpeneca

- AKTHBHHTE BewlecTBa ca G13onpononos Gymapar u nepuHAONpUA apriHuH (bisoprolol
Sfumarate/perindopril arginine).

Bcaka tabnetka chabpxka 10 mg 6uzonpononoe ¢pymapar (ekBuBancHTeH Ha 8,49 mg Ouzonponon) v

5 mg nepUHAONPHA apruHHH (eKBHBANCHTEH Ha 3,395 mg nepuHaonpun).

- JlpyruTe ChCTaBKH ca:
B aapoTo Ha TabneTkara: KanuMes XJIOpH XEKCaXHAPAT, HATPHEB KapOOHAT, MHKPOKPHCTAIHA
uenyno3a, 1aKro3a MOHOXHAPAT, NPEXKENATHHUIUPAHO LIAPEBHYHO HHLLIECTE, KOMOHIEH
6e3BoAEH CHIMLIMER AMOKCH], KPOCKAPMEJIO3a HATPHH M MarHe3ues creapar.
Boe duaMoBoTO nokpuTHE: MONNWAEKCTPO3a, KAJILIMEB KapOboOHaT, XHNPOMENo3a, TAIK,
TPUFMHUEPHAH, XBIT keneseH okcHa {E172). Buxre Touka 2 ,,bu-Tlpeneca cbabpxa HaTpuit U
NaKkTo3a“,

Kak nirnesaa bu-IIpeneca u xakBo chAbLpika onaKoBKaTa

Bu-Ilpeneca 10 mg/5 mg puamMupanu TabneTiku
KpaTH, OBaNHH, IBOHHOH3IMEKHAMK QWIMHpaHH TabneTku, MapkupaHH ¢ B2 ot ennara cTpana Ha
tabnerkara. PasmMepu Ha TaGnerkara: npubansuTento 12 mm x 6 mm.

Bu-TlpeHeca ce npeaniara B ONaKOBKH, CbIbPHALUH!
- 10, 30, 50, 60, 90 u 100 TabneTky B GnHCTEPH.
- 7,28, 56 u 98 TabneTku B OnUcTEpH, KaneHaapHA ONAKOBKa.

He BcHUKK BHAORE ONaKOBKY MOraT aa Gbnaar NyCHATH Ha nasapa.

IIpuTexaTten Ha paspelleHHETO 38 YnoTpeba:
KRKA, d.d., Novo mesto, Smarje§ka cesta 6, 8501 Novo mesto, Cnosenus

IIponsBoguTenn:
KRKA, d.d., Novo mesto, gmarjeéka cesta 6, 8501 Novo mesto, Cnosenus
TAD Pharma GmbH, Heinz-Lohmann - Strafle 5, 27472 Cuxhaven, ['epmaHus

ToBa nexapcTBo € pa3pelleno 3a ynorpeba B xbpxaBATe — 41eHKH Ha EBpoueiickoro
HKOHOMHYECKO IIPOCTPAHCTBO MO C/eAHHTE HMEHA:

Crpasa-aieHKa Tuproscko HMe HA NPOAYKTA

Crnosakns Bi-Prenessa 10 mg/5 mg filmom obalené tablet

Buwarapus Bu-TIpeHeca 10 mg/5 mg punmupann Tabnetku
Bi-Prenessa 10 mg/5 mg film-coated tablets

Yeuika penybnuka Bympero

I'epmanun Bis-Prenessa 10 mg/5 mg Filmtabletten

Kunsp Bi-Prenessa 10 mg/5 mg emxaloppéva pe Aewed v 2
Soxio /m

Tlonna Bympero /R

Jlntea Balutar 10 mg/5 mg plévele dengtos tablet# ‘E/ o

JlatBHa Bisoprolol/Perindopril arginine Krka 10 :
apvalkotas tablets




CnoBeHus

Bisonessa 10 mg/5 mg filmsko obloZene tablete

XbpBaTHs

Bisonessa 10 mg/5 mg filmom oblozene tablete

YHrapus

Bympero 10 mg/5 mg filmtabletta

JlaTa HA MOC/IeAHO Npepa3rJiexkIaHe HA JIHCTOBKATA:

12 despyapu 2026

[ToapoGua uHdopMalMs 3a TOBa JIEKApPCTBO € NMpeocTaBeHa Ha yebcaiita Ha M3nbaHuTenHa AreHums
no Jlekapcrsara (MAJI) http://www.bda.bg.
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