JUCTOBKA



JIncroBka: HHpOpMALHA 32 NALHEHTA
Bn-Ilpeneca S mg/10 mg ¢punamupann Tadjierku
Ou3onposonos hymapar/nepuHIONpHI apruHUH
Bi-Prenessa 5 mg/10 mg film-coated tablets

bisoprolol fumarate/perindopril arginine

IIpouereTe BHHMATE/IHO NSAJIATA JIHCTOBKA, PE/IH /12 3aM049HeTe Ja NPHEMATE TOBA JIEKAPCTBO,

Thiil KATO T CBABbP:kA BaxHa 3a Bac undopmanus.

- 3anasere Ta3u ucToBKa. Moxe na ce HaloXKH /1a A NpoOYeTeTe OTHORO.

- AKO UMaTe HAKAaKBH J0MbJHHTEIHH BLIIPOCH, nonuTaiTe Bawus nekap wiu dapmatiesr.

- Tosa nekapeTBo € npeanucano aMyHo Ha Bac. He ro npeorcrbnpaiite Ha apyru xopa. To Moxke
J1a UM HaBpe/lH, He3aBHCHMO Ye MPU3HALIMTE Ha TAXHOTO 3abonsBaHe ca cbluTe KaTo BawuTe.

- AKO NnoJIyuHTe HAKAKBH HEKENaHH peakuHH, yBeaomere Bawuus nekap uwiau apmauest. Tosa
BKJIHOYBA H BCHUYKH Bb3MOXKHH HEXKENAHH peakliMi, HEOMUCAHH B Ta3d JIMCTOBKA. Buxkre
Touka 4.

KakBo cbabpxKa Ta3H JIHCTOBKA MSITL/IHUTENHA ATEHLIMA 1O HEF.M 'QNL.'
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CobabpraHue Ha ONAKOBKATa M IOMbJIHUTENHA MH(bopmaub{x)ggﬁpeHug NE oo

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

bu-ITpeHeca cbabpika JBe aKTUBHH CBCTAaBKH — OM30MpPO0/IOB (hyMapaT H NEPHHIONPH APrHHHH B
enHa tabnerka:

- buszonpononos pymapat npuHaanexu KbM e1Ha rpyna JIeKapcTsa, KOATO ce Hapuya Gerta-
Onokepu. bera-6nokepuTe 3a6aBAT ChpAEUHHS PUTBM M NPABAT NMO-e(PMKACHO HU3IIOMIBAHETO Ha
KPbB OT ChPLETO MO TAJIOTO.

- [lepuHoonpun apruHHH € HHXHOMTOP Ha aHrMOTeH3uH KoHBepTupaluus en3uM (ACE). JleiicTea
upes paslliMpsABaHe Ha KPbBOHOCHHUTE Ch/I0BE, C KOETO yJECHABA ¢bhpueTo Bu B H3nomneaHeTo
Ha KpbB Npe3 TAX.

bu-TIpeHeca ce n3noa3sa 3a jie4eHHe Ha BACOKO KPBBHO HalAraHe (XMNEpTOHHsA ) W/HIIH 3a
HamaJsisiBaHE Ha PUCKA OT ChP/CYHH UHLIM/ICHTH, KATO HAMPHUMEP MHOKapJeH HH(PAPKT, NPH NalMeHTH
ChC cTabMIIHA KOPOHApHa 00/1ecT (CbCTOSIHHE, MPH KOETO KPbBOCHAOASABAHETO HA CHPLIETO € HAMAIEHO
HJIH OJIOKMPAHO) M KOMTO BeYe ca HMAalM MHOKAp/eH HH(APKT W/HIIK onepaums 3a noaodpasaHe Ha
KpbBOCHa0/19BaHETO Ha CHPLIETO Ype3 PasLHPSBAHE HA ChOBETE, KOMTO ro CHAbASBAT C KPbB.

2.  Kakso Tpu6Ba 1a 3HaeTe, npeau aa npuemere bu-Ilpeneca m
K,
T2\

He npuemaiite bu-Ilpeneca / ‘#,‘zn%‘-'h'»; R LA
- aKo CTe aJlepruyHH KbM OU30MPOJION WK KbM HSKOM Apyr Gera-0iokep, k M\.ﬂ pHl }onp‘tm unw.’, \
KbM HAKOH npyr ACE HHXHOMTOP, HITH KbM HSKOS OT OCTAHAJIMTE CHCTaB Ea\mna J}eka,pcmo > f'

(130poeHn B TouKa 6),




aKO HMATE CLPAEYHA HENOCTATHYHOCT, KOATO BHE3AMHO CE € BAOLIKIA W/HIH MOXE 1a HANOXH
neveHHe B GonHULA,

AKO HMATe KapaHONeHEeH LOK (CEPHO3HO ChPAEYHO CHCTOAHHE, MPHUHHEHO OT MHOMO HHCKO
KPBBHO Hanarase),

aKO UMATe ChpaeUHO 3a0019BaHE, KOETO CE XapaKTepH3Hpa ¢ 6aBeH WiK HEnpaBuieH CbpacUeH
puTHM (NpeacspaHOKaMepeH GJI0K OT BTOpa MK TPETa CTENEH, CHHOATPHaNEH 610K, CHHApOM
Ha 60HHA CHHYCOB BL3en),

aKo MMare 3abaBeHa CbpleyHaTa ASHHOCT,

aKO UMaTe MPEKOMEPHO HHCKO KPhBHO HANATaHe,

aKO MMATE TEXKA aCTMA WK TEXKKO XpOHHUHO Genoapobho 3abonssane,

aKO MMAaTe TeXKH NpobieMH ¢ KpbBOOOpaILEHUETO Ha KPAIHHULIMTE CH (KaTO HAMpUMEp
CHHAPOM Ha PeifHo), KOITO MOKe fa € NPH4HHA MPBCTHTE HA pPbLIETE WK Ha KpakaTa Bu na
MPB3HAT Wi Ja ca OeaH WIH CHHKABH,

aKo vMare HenekyBaH (heoXpOMOLIMTOM, KOHTO MpeAcTaBnsBa pAAbK TYMOp Ha HanGbOpeuHaTa
Adesa (Menynara),

aK0 WMarte MeTaboNMTHA auMa03a, CHLCTOAHHE, NPH KOETO HMATE TBBLP/E FONEMH KOJTHYECTBa
KHCENHHA B KPBBTA CH,

aKo CTe NONy4aBaH CHMATOMH KaTo CBHPKALIO AMLIAHE, NOAYBAHE HA THLETO, €3HKA HIH
IbPAOTO, CHIIEH ChPOEK HNH TEXKKH KOXKHH OOpHBH NpH npeanwwHo nedenne ¢ ACE
HHXHOUTOPH MK ako Bue win uneH Ha Bawero cemelicTBO cTe HMalIH TaKHBA CHMITTOMH NpH
OpyrH 00CTOATENCTBA (ChCTOAHME HAPEYEHO AHMMOHEBPOTHUYEH OTOK),

ako cte GpeMeHHa cnea 3-THA Mecell (OCBEH TORa 3a NPEANOYMTAHE ¢ A3 H3bareare bu-Tlpexeca
B paHHH# cTaauii Ha OpeMeHHOCTTa — BHXKTE pa3ziefia OTHOCHO BpemMeHHoCT),

ako umare auabeT WiH HapyweHa 6b0peuHa yHKUHA H ce JleKyBaTe ¢ leKapcTBO 3a
NOHWXAaBaHe Ha KPbBHOTO HANATAHE, ChAbPKALLO ATHCKHPEH,

aKo CTe Ha AHATM32 WIH HAKAKbLB APYT BHA $HATpaLMA HA KpBBTa. B 3aBHcHMOCT OT anapara,
KoiTo ce uinonaea, bu-Ilpeneca Moske ga e Henoaxonsi 3a Bac,

ako uMmare npobnemu c 66peunTe, Npy KouTo cHabaABaHeTo Ha Bawnre 6u6pen ¢ kpbB €
HamaJieHo (cTeHo3a Ha 6b0peyHaTa aprepus),

aKO MPOBEX/IATE UITH HACKOPO CTE TMPOBEXIANH NEYEHHE CbC CaKyOHTpHII/BalicapTaH,
NeKapcTBO, M3MO/I3B2HO 3a IEYEHHE HA ChPICYHA HEJOCTATBHHOCT, Thil KATO PUCKBT OT
anrnoeaem (Obp30 NogyBaHe Mo KOXKaTa B 001aCcT KATO MBPNOTO) € MOBHLIEH (BHXTE
“IlpenynpexaeHus 1 npeanasHu mepku* ¥, JIpyru nekapcrsa u bu-Ilpeneca®).

HpeaynpexaeHus H NpeANa3sHH MEPKH
[osoperte ¢ Bawmnsa nexap uny dapmanest, npeay aa npruemere bu-Ilpeneca:

umaTe auaber,
naMate 6b6peyHH npobaemn (BrOUHTENHO H1LOPEUHA TPAHCITAHTALIMA) WITH AKO CTE Ha
JHATH3HO JIeYeHHe,

umare yepHoapoOeH npobaem,

HMMaTe a0PTHA H MHTPANHA CTeHO3a (CTECHABAHE Ha MABHHA KPbBOHOCEH ChA, HATH3aLY OT
CBpLETO) WIH XuneprpodriHa kapaHoMHoNaTHA (3abonaBaHe Ha CHPAECYHHA MYCKYT), HAH
CTeHo3a Ha GbOpeuHa aprephs (CTECHABAHE Ha apTepHATa, KoATO cHabaasa 6ubpeka ¢ KpLB),
umaTe HeoOu1aifHO MOBHILEHH HHBA HA XOPMOH B KPbBTa, HAPEYEH ANJOCTEPOH (TbPBHYEH
anaoCTePOHHIbLM),

aKo CTpamarte OT ChpIeyYHa HEAOCTATBYHOCT MK OT APYTH NpodieMH ChC CHPLETO, KAaTO
HanpHMep NEKH HapYLUEHHA HA CbPAEUHHA PHTBM WIH CHWIHH GOAKH B IPpbAHUS KOL B NOKOH
(crerokapaus Ha [lpuHumeran),

CTpanaTe OT KoJlareHo3Ha cbaosa Honect (3abonasaHe Ha CheIMHHTENHATA ThKa
HarpUMep CHCTEMEH JIYIyC ePUTEMATONEC HITH CKAepOaepMHA,
cnasBare JHeTa ¢ OrpaHHYEH MPHEM Ha rOTBapCcKa COJ MK W3MO3BATE 3aMe
roTBapcKaTa CoJl, KOHTO CbABbPXKAT KalHH (MOBHIIEHOTO KOHYECTBO HA Kall
Aa NMPHYKUHH NPOMEHH B ChPACYHHA PHTBHM),

AKO HACKOPO CT€ UMAJIH IHapHs WK NOBPBLUAHE, UAY KO cTe 00e3BoaHeHH
Ja MPHYHHH CNafiaHe Ha KPbBHOTO HANAraHe),




- TpabBa na 6vaere noanoxewu Ha LDL adepesa (koeto npeacrapnsza oTcTpaHsaBaHe Ha
xonecrepona ot Bawara KpbB upe3 MaluHHa), B MOMEHTA NPOBEKAATE AHTHANEPTHYHO JIeUeHHE
HAH BH nNpeacTou Aa ce MOANOXKHTE Ha AECEHCHOWIMIUPALLIO TCHEHHE 32 HAMAJIABAHE HA
aneprudHuTe epeKTH KbM YIKHIIBAHE OT [THENH HIA OCH,

- CMa3BaTe CTPHKTHO ITIayBAHE HAH TexXKa AueTa,

- NpeacToH Aa ObieTe NOLNOKEHK HA YNOAKA W/HIH rofisMa onepaums,

- uMarte npodaeMH ¢ KpbBOoOpaLLEHHETO B KpaHHHLIMTE CH,

- MMare acTMa Wi XpoHHuHo GenonpobHo 3abonsBane,

- HMaTe {WIH CTe HMATH) NCOPHA3HC,

- aKo UMaTe TyMop Ha HanGwrOpeuHara xnesa (peoxpomMourTom),

- MMaTe HapylueHHe Ha WHTOBKAHaTa ulela (bu-TlpeHeca Moxe na npukpre cHMNTOMKTE Ha
CBPBbXaKTHBHA LIMTOBHIHA XJ1€3a),

- MMaTe aHrHoeeM (TexkKa anepriuHa peakuus ¢ NoAyBaHe Ha JTHLETO, YCTHHTE, e3HKa HITH
I'bpAOTO, NPUIAPYKEHA OT TPYIHOCT 3a NPErnblLIAHE UK AHwaHe). ToBa MOXe Aa CTaHe BbB
BCEKM MOMEHT B X013 Ha JledeHHeTo. AKO pa3BHETe TakMBa CHMNTOMH, TpabBa fa cnpere
npuema Ha Bu-Tlpeneca u na orupere HesabasHo Ha nekap,

- €Te OT YePHOKOX NPOH3XO/, Thil kaTo 33 Bac Moxe Aa HMa NMo-ronaM pUCK OT aHrHOeeM H
TORA JIEKAPCTBO MOXeE 11 € No-cnado eeKTHBHO 3a MOHMKABAHE HA KPbRHOTO BH HandraHe,
OTKONKOTO NPH XOpa, KOUTO HE Ca YEPHOKOXKH,

- NpHeMaTe HAKOE OT CIIeHUTE JIeKapCTBa, H3MON3BAHH 32 IEYeHHE HA BHCOKO KPBbBHO HalsraHe:

- anrnoteHsuH I peuentopen Gnokep (ARB) (u3BecTeH olue kaTo capTaH — HanmpHMep
BaJicapTaH, TeIMHCcapTaH, HpbecapraH) H B 4ACTHOCT — aKo HMaTe 6x6peuHn npobnemu,
CBBLp3aHu ¢ Auaber.

- AJIHCKHPEH.

BawmmaT nexap Moxe 1a NposepABa Npe3 paBHY WHTepBand 6x6peynaTa PyHKUMA, KPBBHOTO
HanfaraHe ¥ KOJHYECTBOTO €NeKTPOIUTH {Harp. kKanui) B KpbBTa Bu. Bikre cbino
uH(popmauuaTa, oarnaseHa ,He npuemaiite bu-Ilpeneca®.

- PHCKDT OT aHrHoeaeM e MoBHILEH, aKo pHeMaTe HAKOE OT CIIEAHHTE NeKapCTBa:

- paLEeKagOTPUI (W3MON3BAH 33 JIEYEHUE Ha IHApHA),

- CHPOJIHMYC, EBEPOJIHMYC, TEMCHPOJIHMYC H JPYrH JEKapcTBa, NPMHALNEXKALUH KbM
K1ac flekapcTBeHH NpoaykTH, HapeveHd mTOR uuxuOuTopu (M3n0on3BaHwm, 3a na ce
NpeNoTBPAaTH OTXBbLPIAHETO HAa TPAHCILUTAHTHPAHH OPraHH H NpPH pak),

- cakyOuTpun (HannueH kaTo PUKCHpaHa fo30Ba KOMOHHALHA C BancapTaH), H3MON3BaH
33 NPOABLKHTENHO NEYEHHE HAa ChPAEYHA HEAOCTATBUHOCT.

- JINHATTIMNTHH, CaKCarJHMITHH, CHTATAMITTHH, BHIJArHITHH U APYTH IEKapcTBa,
NIPHHALIEKALIH KBM KJIAC JIEKAPCTBEHM MPOLYKTH, HAPHYAH TIMNTHHH (M3MON3BaHH 33
JeqeHHe Ha guaber).

He npexbcraiite pasko npuema Ha bu-Ilpeneca, Toif kaTo TOBa MOXE 13 NPHYHMHY TEXKKO BJIOILABAHE
Ha cbpae4HoTo By 3abonasaHe. JleweHueTo He TpAOBA Na ce NpeKpaTABa PA3KO, 0COOEHO MpH
MalMEHTH ¢ KOpOHapHa 6oniecT Ha ChpLETO.

TpaGea 3anb/mKHTENHO Aa HHQOpMUpaTe Baluua nekap, ako cmaTate, Ye cre OpemeHHa (MM e
Bb3MOXHO Ja 3abpemeneere). bu-IlpeHeca He ce nNpenopbLyYBa B paHHUTE CTaAHH Ha GPEMEHHOCTTA U
He TpaDBa Aa ro npuemare, ako cte HpeMeHHa ciea 3-THA Mecell, ThH K4To MOXeE Ja MPHYMHH
CEPHO3HO yBpekaaHe Ha Bawero 6ebe, ako ce u3nonssa B TO3H NepHoa (BIOKTE TOUKATA 3a
OpemeHHOCT).

Jdena 4 10ROMHA
bu-Tlpeneca He e npenHa3HaueH 3a NpUAOKEHHE NPH AeLla M MOAPAcTBAILM Ha Bb3pacT noa 18
COIHHH.

Apyrn aexapcrsa n Bu-Ilpeneca
Hnudopmnpaiite Bawma nekap unu dapmauesT, ako npHemare, HACKOPO CTE NPH
BB3MOXHO Ja NPHEMaTe ApYrH JieKkapcTsa.

Hwma nekapcrsa, kouTo MoraT Aa npoMeHAT edexta Ha bu-TlpeHeca WK YHHTO e



npomeHAT oT bu-Tlpeneca. To3u THN B3auMoAEiiCTEHE MOXKE 3 IOBENE AC HAMANABaHE Ha
e(lJeKTHBHOCTI‘a Ha €JHOTO WH Ha ABETE NEKapCTBAa. AJITepHaTIdBHO MOXKE Na NOBHLLUH PHCKA OT
Bb3HUKBAHE HA HCHKEJIAHH PEAKUHH HITH HA TAXHATA TCHKECT.

HCI'IPEMGHHO HHClJOpMPIpaﬁTe Baius JIEKap, aKo B3€MAaTe HAKOH OT CNCAHUTE NCKapCTBa:

NIeKapcTBa, KOUTO €€ W3MOJ3BAT 32 KOHTPOJHPaHE Ha KPBBHOTO HalAraHe, UnH JieKapcTea 3a
npobneMH cbe CHpLETO (HanpHMep aMHOAAPOH, aMNOAHNIHH, KNOHHAHH, IHTHTAIHCOBH
TTTMKO3MIH, THNTHA3EM, AH3ONHpaMHA, (PenogUNHH, PaekanHu, THAOKAHH, METHIIONA,
MOKCOHHIHH, MPOKaHHAMHI, NponadeHOH, XHHUAHH, PHAMEHHINH, Bepanami),

ApPYTH NEKapCTBa 3a JICYEHHE HA BHCOKO KPbBHO HaNAraHe, BINIOMHTENHO aHrHOTeH3HH 1
peuenTtopHu 6nokepu (ARB), anuckupen (BHXTe ¢bluo WHPOpMaLHATA, 03arnaeeHa ,,He
npuemaiite bu-Ilpeneca® u ,,[1penynpexaenns u npeanasny Mepku npu ynotpeba“) nin
JHYPETHLH (NeKapcTBa, KOHTO YBEIH4ABAT KOJIHYECTBOTO YDUHA, NpoH3BeaeHa oT 6bbpeuuTe),
KalHi-CbXpaHaBalllH lekapcTsa (Hanp. TpyaMTepeH, aMHA0PUA), KUTHEBH A00aBKH HITH KalHH-
ChABLPKALLM 3AMECTHTENH HA TOTBAPCKATA COA, APYTH JIEKapcTBa, KOHTO MOraT Aa NOBHILAT
KaJIMA B TAJIOTO (TaKHBa KAaTO XeMapHH, NEKAPCTBO M3MOI3BAHO 34 pa3pexlaHe Ha KPHBTa H 3a
1peOTBPATABAHE HA CLCHPELIM; TPHMETONPHM H KO-TPHMOKCA30/1, NO3HAT OLIE KaTo
TPHMETONPHM/CYN(paMeTOKCa30I 32 IEUEHHUE Ha HHEKLHH, NpHYHHEeHH OT bakTepHA),
KaJIWi-CbXPaHABALLH JIEKaPCTBA, H3NOA3BAHH 3a IeYeHHE Ha ChPACYHA HEOCTATHUHOCT:
ETUIEPEHOH H CMUPOHONAKTOH B 1034 ot 12,5 mg no 50 mg Ha neH,

CHMMIMATHKOMHUMETHYHH CPEICTBA 3a JieHeHHE Ha KIMHHYeH LOK (aApeHaTHH, HopaapeHanyH,
A00yTaMHH, H30MpEHANHH, edeapHH),

€CTPaMYCTHH — H3MOMI3BaH MNpH JleueHHe Ha paK,

JIEKApPCTBA, KOMTO Hak-YeCTo Ce U3MOJI3BAT 3a JIEYCHHE Ha AHapHA (paueKanoTpuil) WM 3a Ja ce
H36erHe OTXBLPIAHETO HA TPAHCILIAHTHPAHH OPraHH (CHPOJIMMYC, EBEPOTHMYC, TEMCHPOIHMYC
H IpYTH JI€XapcTBa, MPHHAANEKALH KbM K1aC IEKAPCTBEHH NPOAYKTH, HapeueHH mTOR
HHXHOHTOPH). BiokTe Touka ,,IlpeaynpexaeHns 1 npeanasHi MEpKH MpH ynotpeda“,
cakyOHTpHIJI/BancapTaH (M3MoI3BaHU 32 NPOABIKHTEHO JIEYEHHE Ha ChpAeUHa
HeaocTaTb4yHOCT). Biokre Toukn ,,He npuemaiite bu-llpeHeca™ u , IIpeaynpexnenus u
NpeAna3Hy MepkH rpH ynorpeba®.

JUTHIi — W3NOJI3BaH 3a IeYEHHE Ha MBHHH H AenpecHH,

HAKOH JICKapCTBa, H3TI0N3BAHH 32 NIeYeHHE Ha ACTPECHS, KATO HaNpUMeEp HMUTIPaMHH,
AMHTPUNTHAHH, HHXHOHTOPH Ha MOHOoamuuooxcHaasata (MAQ) (¢ uskmoueure Ha MAO-B
HHXHOHTOPH),

HSAKOH JIeKapCTRa, H3MOS3BAHM 3a ICYECHHE Ha K300 PeHU (aHTHNICUXOTHLIM),

HAKOH IEKAPCTBA, H3IION3BAHH 3a IeYeHHe Ha enuaencHs (peHnToun, 6apbuTtyparu kato
teHobapbuTan), aHECTE3HONOTHYHH JIEKAPCTBEHH NPOAYKTH, H3NON3BAHH NPH XHPYPryUYHH
npoueaypH,

CBAOpPA3IUHPABALUH CPEACTBA, BKIKOUMTETHO HHTPATH (NpenapaTi, KOUTO BOJAT A0
pa3uIHpsBaHe Ha KPbBOHOCHHTE ChAOBE), TPHMETONPHKM, H3MON3BaAH 32 leueHHe Ha HHDEKLIUH,
HMYHOCYTIPECOPH {JIEKapCTBa, KOUTO HAMANABAT 3aLMTHHA MEXaHU3bM Ha TATOTO) KaTo
LIMKNOCTIOPHH, TAKPOJIHMYC, H3MON3BAHH 3a leueHHe Ha ABTOMMYHHH HapyLIEHHs WIH cel
TPaHCIUIZHTALIHOHHA XHPYPTHA,

aNoNypHHOJ1, H3NON3BAH 32 JNEYEHHE Ha NoAarpa,

MapacHMNaTHKOMHMETHYHH JIEKAPCTBA, H3MON3BaHH 32 JIEYEHHETO Ha ChCTOAHUA, KATO
Hanpumep GonecTra Ha AsLxaliMep WM rnaykoma,

JOKa/HO NpuharaHK GeTa-6nokepH 3a nedeHHe Ha rinaykomMa (MOBHILIEHO BLTPEOUHO HANATAHE),
Me(IIOXHH, H3MON3BAH 32 JeUeHHEe Ha Manapws,

HaNpHMEP MHOXKECTBEHATa CKJepo3a,
3/IaTHH CONH, 0CODEHO NPH HHTPABEHO3HO NPHAOKEHHE (H3MON3BAT CE 3a Jiey
CHMNTOMY HA PEBMATOHMIEH aPTPHT),

JIEKapCTBa 3a JICYEHHE Ha QHabeT KaTo HHCYJIHH, MET(GOPMHH, NTHHATTHATHH
CHTArJIMMTHH, BU1JACTHITHH,



- HECTEPOHAHH NpoTHBOBL3NanKTenHH nekapcrsa (HCIIBC), narnp. ubynpodren uan
AMKNOhEeHAK, WM BUCOKHU J03H AUETHICATMUHIOBA KHCEHHA, KOWTO C€ NPHJIATaT 3a Ne4eHHe
Ha apTpHT, rnaeobosne, Gonka WIH Bb3inaneHHe.

bu-Tlpeneca ¢ xpaHa, HAIHTKH H AJIKOXO0JT
3a npeanounTaHe € 6u30MPONON/NEPHHAONPHA a CE NPHEMA NPESH XPAHEHE,

bpeMeHHOCT H KbpMeHe
AKo cTe GpeMeHHa WK KEPMUTE, CMATATE, Y€ MOXE Ja CTe GpeMeHHa WM NnaHupaTte OPEMEHHOCT,
nochbeersaiiTe ce ¢ Bawna nekap win dapmauesT npean ynorpebara Ha TOB2 IEKapcTBo.

bpemennocm

Tpabea s3anbmkutenHo na vHpopmupare Bawuua nexap, ako cmarare, ue cte GpeMeHHa (nnm e
Bb3MOXKHO Ja 3abpeMeneete). O6rkHoBeHo Bawuar nekap e Bu nockBeTBa Aa cnpeTe npueMa Ha
bu-IIpeneca npean 3abpemeHABAHETO WK BB3IMOXKHO HAH-CKOPO CJ/IE KaTO CTe Y3HAIIH, Y€ CTe
Opemenna, u e Bu nocweersa Bmecto bu-Ilpeneca na npuemare npyru nekapcrea. Bu-Tlpeneca ne
ce NpenopruBa B PAHHMTE CTAAHH Ha OpeMEHHOCTTA M He TpAOBA Aa ce npHnara, ako cre pemMeHHa
cnen 3-THA Mecel, Thil KaTO MOXKE Aa NPUYHMHH CEPHO3HO YBpexcaaHe Ha Bawero Gebe, ako ce
H3NO/I3Ba B NEPHOIA Ce TPETHA Mecell Ha OpeMeHHOCTTa.

Kvpmene

Veeaomere Baiuua nekap, ako KbpMUTE WIH Bb3HaMmepsaBate aa kepmure. Bu-Tlpeneca e ce
MpenopbUBa NpH MakKH, KOUTO KbpMAT, W BalumaT nexkap moxe na u3bepe apyro nevenue 3a Bac, ako
xKenaere 1a KbpMHTE, 0cobeHo ako Hebero By € HOBOpPOZEHO MM NpexaeBPEMEHHO PONIEHO.

Hlodupane H pabora ¢ MAILMHEA

bu-Tlpeneca Hama npaAko BAMAHKE BLPXY KOHLUEHTPALMATA HA BHUMAHHETO, HO MPH HAKOH NALIHEHTH
MOJXe a2 HaCTBLNAT 3amaiiBaHe WM cnabocT, CBbP3aHM C HHCKO KPBBHO HandraHe, ocofeHo B
HaYyanoTO HA IEYEHHETO, NPH CMAHA Ha IEYEHHETO, KAKTO H TNIPH NPHIOKEHHE 3a€IHO ¢ alTKOXOM. AKO
CTe 3acerHaTH No To3W HauuH, Bawara cnocobHOCT 3a wodHpaHe WK paboTa ¢ MALLIMHH MOXKE 1a
Onae HapyllueHa.

Bu-Ilpeneca cbabpska HaTpHil H J1aKkTO3a

Tosa nexapcTBo chAbPxa No-Manko oT | mmol Hatpuii (23 mg) va TabneTka, T.e. MOXKeE Aa cE Kake,
Yye NPaKkTHYECKH He ChAbpXKa HATPUH.

Ako BamusT nexap By e ka3an, ye umaTe HENOHOCKHMOCT KbM HAKOW 3aXapH, CELPIKETE Ce C HEro,
npeaH Oa NpHeMeTe TOBA JIEKAPCTBO.
3.  Kak na npuemare bu-Ilpeneca

Bunaru npuemaiite ToBa nexapcTBo TOYHO KakTo By e kazan Bawuar nexap unu gapmauest. Axo He
CTE CUIYPHH B HellO, nenuTaiite Bauius nekap unu gapmaneer.

IMpenopbuuTeNnHaTa HauaHa N03a € eaHa TabneTka BeAHbxk AHeBHO. [ bTHeTE Tabnerkara ¢ yamia
BOJA CYTPHH MpEAU XpaHeHe.

B nHakou cnyqau Bawnat nekap moxe na Bu npeanuiue nonosux tabnerxa ot bu-Tlpe
JAHEBHO, CYTPHH NpeIH XpaHeHe.

BbOpeuno yBpexaane
bu-Tlpeneca He ce npenopbUBa, ako CTPazaTe OT YMEPEHO Wi Texko G1bOpeuHo 3a

=]

Ynorpeda npH nena B IWHOWH



He ce npenopbuBa ynotpeba npu Aewa v 1OHOWIH.

AKO cTe IpHe/JH noBeue 0T HeoOxonamaTa go3a bu-Ilpeneca

AKo cTe nipuenH noBeue TabneTkH, oTKoAKOTO BH e npeanucano, cabpikere ce HezabasHo ¢ Baiuua
Nekap uinu papmailesT.

Haii-gepoaTHusaT edekT B cny4aid Ha Nnpeno3HpaHe € HUICKO KPLBHO HandraHe, B pe3y/iTaT Ha KOeTo
MOJKE a No4yBCTBaTe 3aMaiiBaHe WM 1a Bu npuManee (ako ce cayvH TOBa, MOXKE 1@ MOMOTHE Ja
JIerHeTe M Ja rnocTaByuTe KpakaTa CH HaBHCOKO), CHIHO 3aTpyIHEHO AHLIAHE, Tpenepene (mopaiu
HaMaNeHH HHBa Ha KPbBHATa 3axap) v 3abaBaHe Ha ChpAESYHATa YECTOTA.

Axo cre nponycHaiu 1a npuemerte bu-Ilpeneca

Baxno e na npuemate Baiueto nexapcTBo BCEKH A€H, ThH KaTO PEAOBHOTO JICHeHHE € NO-e(PEeKTHBHO.
Axo obave cre 3abpaBuny na npuemete ao3a ot bu-lTlpeHeca, B3emeTe cneapaulara no3a B o0H4aitHHA
yac.

He B3emaiite nBoiiHa n03a, 3a 1a KOMIIEHCHUpAaTe NPOMYCHATAaTa J03a.

AKo cte cipens npnema Ha Bu-IIpeneca

He npekncpaiite pasko npuema Ha bu-Ilpeneca 1 He npomeHsiiTe noszaTa 6e3 npeaBapHTeNHO A4 CTE
€€ KOHCYNITHpPAJIH C Bauius JIEKap, TBbH KaTo TOBa MOXE aa NMPHYHHH TCKKO BIOILIIABAHE HA
cbpaeuHoTo By 3aGonseane. JledeHneTo He TpaGBa Na ce NpekpaTaBa pA3Ko, 0COGEHO MPH MaLMEHTH ¢
KOpOHapHa BonecT Ha chpueTo.

AKO MMaTe HAKaKBH JOMBIHHTENHH BBIPOCH, CBLP3aHK ¢ YNoTpeSaTa Ha TOBa AekapcTBo, NonuTalite
Barms nekap Wi gpapMaugeT.

4, Bu3MOKHH HeKelaHH peakuns

KakTo BcHuKkH nekapcTBa, TOBa JIEKAPCTBO MOJKE Aa NPeAH3BUKA HeXeNaHH PeakLiMH, BbMPeKH Ye He

BCEKH MH NOJNYy4aBa.

Cnpere Aa npHeMAaTe TO3H JEKAPCTBEH NPORYKT H OTHAETE He3AGABHO HA Mperea NpH JeKap,

AK0 HOJYYHTE HAKOS OT CJIEAHHTE HEKEIAHH PeaKUHHS

- CHJIHO 3aMafiBaHEe WIH NPUMANSBAHE NOPAJH HUCKO KPbBHO HaiAraHe (4ECTH — MOraT Ja
3acernar no | Ha 10 gymu),

- BNOILIABAHE HA CbpAevHA HEAOCTATbYHOCT, KOETO NPHUUMHABA 3a1YX W/HIH 3aApbiKKa HA
TeYHOCTH (YecTH — MoraT aa 3acerdar ao | #a 10 gywm),

- MoAyBaHe Ha JIMLETO, YCTHHTE, YCTaTa, €3MKa WIH I'bpoTO, 3aTPYAHEHO AULIAHE (AHTHOEAEM)
{HeyecTH — Morar aa 3acerHat Ao 1 Ha 100 gywuw),

- BHE3aNHO CBUPKALIO JHLIaHe, OONKa B IbPAHTE, HEAOCTHT Ha Bb3AYX HJIH 3aTPYAHEHO AHLLaHe
{6ponxocnasbm) (HeuecTH — Morat Aa 3acerHar 4o | Ha 100 gywn),

- HeoOHuaitHo Gbp3 HIIH HepHTMHYEH CbpIEUYEeH PHTDLM, rpbaHa Oonka (CTeHOKapaHA) HIH
cbpAaeveH HHbApKT (MHOrO pekH — Morat Aa 3acerHat no 1 va 10 000 gywm),

- OTMAIABAHE HA PBLETE WK KPAKATa HIIH NpobaeMH B ropopa, Koeto 61 MOrio Aa € NnpH3HaK 3a
BH3IMOKEH HHCYNT (MHOrQ pedKH — MOTaT Aa 3acerHar ao | Ha 10 000 myiun),

- Bb3NaIEH NaHKpeac, KOeTO MOXE Aa NPHUYHHKM CHIIHK KOpeMHH GonkH H 6onkH B rbpba,
NMPHAPYKEHH OT HyBCTBO 32 CHIHO HepasnonokeHHe (MHOTO peikv — MOrar aa 3acerHar ao |
sa 10 000 aywm),

- NOXXBLATABAHE Ha KOXATa WK ovMTe (PKBITeHHLA), KoeTo 61 MOTAIO 2 € NPH3HAK 33 XENaTUT
(MHoro peaxn — morar Aa 3acersar no 1 nva 10 000 ayu),

- KoxeH 0OpHB, KOHTO uecTo 3ano4Ba ¢ MOABATA HA YEPBEHH CHPOALIM NETHA MO JIH
1M Kpakara (epuTeMa Myntudopme) (MHOrO peKH — MOTaT Aa 3acerHart 1o 1 H

AyuIn).

bu-TlpeHeca obukHOBEHO ce nonacs Jo0pe, HO KAKTO M NPH BCUYKH SPYTH JIEKapCTR
Ia Mo/y4aT Pa3IMyHH HedKeNaHH NeKapcTBEHH PeakliMH, 0COOEHO MPH MEPBOHAUATH
NeYeHHeTo.



Axo 3a0enexHTe HIKOA OT HEXKE/IAHHTE JIEKAPCTBEHH peakilHH, ONMHCAHH NO-A0.TY HIIH APYTH,
HEONHCAHH B TA3H JHCTOBKA HOKEJIAHA PEAKNAH, MOJIA, YBeAoMeTe BeAnara Bamus Jexap nian
tapmaneBT:

Mnoro uecTH (MoXe 1a 3acerHar noseue ot 1 Ha 10 aywn):
- 3a0aBeHa CbpacUHa AeHOCT.

Yecrn (Morar ga 3acersar 1o 1 Ha 10 gywn):

- rnaesobonue,

- 3amaiBaue,

- CBETOBbPTEN,

- Hapyll€H BKYC,

- MpaBy4KaHe {MFNHYKH),

- M3TPBNBaHE H 00E3UYBCTBABAHE HAa PBLETE H Kpakarta,

- 3PHTENHH HAPYIUEHHA,

- THHHTYC (yCelllaHe 32 LIYM B YILHTE),

- YYBCTBO Ha CTY/l B pblETe W Kpakara,

- KalLiHua,

- HEIOCTHUr HA BL3AYX,

- CTOMALUHO-YPEBHH HAPYIUEHHS KaTO rajeHe, NoBpbllaHe, GOKH B KOpPEMa, 3aTpyAHEHO
XPAHOCMHIAHE HAH OHUCTIENCHA, AHADKA, 3ANEK,

- AIEPrHYHU pEakUHH KaTo, HaNpUMeEp, KOxHH 06pHBH, ChpOex,

- MYCKYJIHH KpaMmIH,

- YYyBCTBO Ha yMOpa,

- ymopa.

Heuectn (Moxe Aa 3acerHar go 1 na 100 oywn):

- NPOMEHTHRO HACTPOEHHE,

- HapylleH ChH,

- AerpecHs,

- CYXOTa B yCT4Ta,

- HHTEH3HBEH CHPOEK HITH TEKKH KOKHH OOPHBH,

- obpazyBaHe Ha MEXypH Ha MORBPXHOCTTA Ha KOXKara,

- NOBHLIEHA HYBCTBHTEIHOCT Ha KOXATa KbM CTbHUE (PeakUHH Ha (POTOUYBCTBHTENHOCT),

- M3NOTABaHeE,

- npobnemu ¢ 6sOpeunTe,

- HMNOTEHTHOCT,

- nosuuieH Opoi Ha eosuHodunuTe {(BUA GeH KPLEHU KNeTKH),

- CBHJIHBOCT,

- npunajsaxe,

- NanmyaTaLny,

- TAXHKapAHA,

- HEPUTMHYHA CbpleyHa AeHHOCT (HapyleHre Ha AV-npoBeXIaHeTo, Bb3NaleHHe Ha
KPLBOHOCHH CBhAOBE (BACKYJIIHT),

- 3amMaiBaHE MPH H3NpaBAHE,

- MycCKyJHa cnaocr,

- aptpanrus (6onKu B CTABHTE),

- muanrus (0onku B MycKyauTe),

- rpbaHa Sonka,

- thH3HYECKO Hepa3NoNoKEHHE,

- NOKAM3HPaHO NoaysaHe (neprudepeH 0ToK),

- Tpecka,

- nagase,

- NpoMeHH B 1abOpaTOPHHTE NOKA3aTe/M: NOBUIIEHH KPbBHH HHBA Ha Kanuii, o
cnMvpaHe Ha MpHICXKEeHHEeTO; HAMAIIEHN HHBA HA HATPHH, MHOTO HHCKH HHBA Ha




(XMNOrNHKeMHA) B CTy4aH Ha NauMeHTH ¢ auaber, noBHiILeHa ypes B KPbBTa, MOBULIEH
KPEATHHHH B KPbBTA.

Penxu (Moxke na 3acernar ao 1 Ha 1 000 aywn):

- ocTpa ObOpeyHa HEOOCTaTBYHOCT,

- TbMHA Ha LIBAT YPHHA, raieHe WY NOBPbLUAHE, MYCKYTHH KPaMIH, ChCTOAHHE Ha 0ObPKAHOCT
1 npunaabuH. Tora MolKe na ca CHMNTOMH Ha CbeToAHKE, HapeueHo CHAJIX (cuHapom Ha
HeaJeKBaTHA CEKPELHA HA AHTHIHYPETHUYEH XOPMOH).

- HamaseHo WIIK IUMCBALLIO OTAeNSHe Ha YpHHa,

- jauepBABaHE,

- KOLIMAapHH CLHHLLA, XaIHOLUHHALIHH,

- HaMaJICHO OTAENAHE Ha CBII3M (CY¥X0 0KO),

- npobnemu cbe cayxa,

- BL3NAJIEHHE HA YepHUA ApoD, KOETO MOXKE Oa NPHUYHHH NMOXKLITABAHE HA KOXKaTa WK Oanara
YacT HA OYMTE,

- anepru4Ha xpema, KuxaHe,

- anepruyHonoaoGHu peakumu kato cupbex, 3aueppasane, oOpHB,

- BJIOIIABAHE HA MCOPHA3HC,

- npoMsHa Ha nabopaTopHKTE MOKazaTeNl: NOBHUIEHH HHBA Ha YEPHOAPOGHHTE €H3UMH, BUCOKH
HUBA Ha OMNMPYOHH B cepyMa, OTKJIOHEHHE OT HOPMATA HA HMBATA HA MATHUHHTE.

Muoro penkn (Mosxke na 3acerHar ao 1 Ha 10 000 gywn):

- oGBpKaHoCT,

- ApazHeHe U 3a4ePBABAHE HA OKOTO (KOHIOHKTHBHT),

- €03HHOGMHIHA NTHEBMOHHA (PAOBLK BHA NMHEBMOHHA),

- BB3MaJICHHE HA NaHKpeaca (KOeTo MPHYKMHABA CHIHH GONKH B Kopema H rbpba),

- Koconaf,

- NosBa UNH BIOLIABAHE Ha NKOcnecT 0OpHB (Ncopuasuc), ncopuasucononobeH oGpuB,

- NPOMEHH B KPbBHHTE CTOHHOCTH, KAaTO MO-MairbK Gpoit Geny W YepBeHH KPbBHH KJIETKH,
MOHWXEH XeMOrNOOHH, No-Manek 6poif TpPOMOOLMTH.

C HeuzBecTHa YecTOTa (OT HATMYHHTE JAHHH HE MOXKe Aa ObJe HanpapeHa OLEHKa):
- MpPOMAHA B LIBETA, H3TPbIBaHe ¥ 60NKa B NpLCTHTE Ha pbLETe WK KpakaTa (peHOMEH Ha
Peiino).

AKO MONy4HTe HAKON OT TE3H CHMIITOMH, CE CBLpXeTe ¢ Bawus nekap Bb3MOKHO Haii-ckopo.

CrobmaBane Ha HEXENAHH PeaAKUHH

AKO MOTyYHTe HAKAKBY HEXENAHH NEKAPCTBEHA PeakUuH, yeeaoMeTe Bauns nekap unu dpapmanesT.
Toea BKJ1I0YBA BCHUYKH Bb3MOXHH HEONIHCAHH B TA3H JIICTOBKZ HEXKENAHH peakuHH. MoxerTe Cbilo Aa
CHOOLIHTE HEXENaHH PpeakUHH THPEKTHO 4pes:

HManunuurenHa areHums 1o ekapcTeaTa

ya. Jamad Ipyes” Ne 8

1303 Codusa

Ten.: +359 2 890 3417

yebeaiT: www.bda.bg

Karo chobluaeare HexxenaHH peakuuH, MOXETe Aa Aa/JE€TE CBOA NPUHOC 3a NONy4aBaHe Ha NoBeye
HHbopmaLHa OTHOCHO Ge30MacHOCTTa Ha TOBa JIEKAPCTBO.

5.  Kak na cexpannsate Bn-Ilpeneca

I[a C€ CbXpaHABa Ha MACTO, HEAOCTBITHO 2a AcLA.

He u3nonszsaiiTe ToBa exapcTBo Clesl CPOKa Ha TOAHOCT, OTOENA3aH BLPXY KapTOH
cnen ,,l'oned no:*. CpOKBT Ha TOAHOCT OTTOBApd Ha NOCAEAHMA AEH OT MOCOMEHHA M



,[Ia €€ ChbXpaHABa B OpUIrHHanHaTa ONaKoBKa, 34 Oa Ce npeanaid OT Baara.
Tora JICKAPCTBO HE H3UCKBRA CNCLHATHH TEMNICPATYPHH YCIIOBHA HA CLXPAHCHHUE,

He u3xBbpasiite NekapcTsaTa B KaHATH3aLMATA HIH B KOHTeHHepa 3a AOMALUHKM OTHAXbLH.
MNonwraiite Bawus gapMauesT kak na H3XBLPIATE NEKAPCTBATA, KOHTO Beue He H3nons3eare. Tezn
MEPKH LLie CIOMOTHaT 32 Ona3BaHe Ha OKOJIHATA Cpeaa.

6. CobabpxaHHe HA ONAKOBKATA H A0NbJHATEIHA HAGOpMAanHs

Kaxso cbpanpixka Bu-Ilpeneca

- AKTHBHHTE BeluecTBa ca Ousonponoos pymapar v nepuHaonpun apruuus (bisoprolol
Sumarate/perindopril arginine).

Bcaka Tabnetka cbabpia 5 mg Guzonpononos ¢pymapar (exkBHeaneHTeH Ha 4,24 mg Guzonponon) u

10 mg nepyHzonpun apruHuH (eKBHBasIEHTEH Ha 6,790 mg nepuHaonpun).

- Jpyrure cxeTaskH ca:
B saporo Ha TabneTkara: KanuMeB XJOPHA XEKCAXHIPAT, HaTpHeB kapboHAT, MUKPOKPHCTATHA
LieyJ103a, JAKT03a MOHOXHAPAT, NpekeNaTHHH3UPAHO LAPEBHUHO HHILECTE, KOMOHIEH
0e3BOACH CHITHIIHEB AHOKCHI, KPOCKAPMEN03a HaTPHii H MarHe3WeR CTeapar.
BoB dunmMoBoTO okpuTHE: NONKHAEKCTPO3a, KaNlueB KapOoHaT, XMIpOMeNo3a, TANK,
TPHITIHLIEPHAHN, YepBeH skeneseH okcHl (E172). Buxre Touka 2 ,,bu-[lpeneca cuabpxka Hatpuii
¥ nakro3a®,

Kax n3rnexaa bu-IlpeHeca ¥ KaKBO CLABLPKA ONAKOBKATA

Bu-Tlpeneca 5 mg/10 mg puniMupanu tabnerku

CBeTnopo3oBH, OBATHH, NBOHHOHIMbKHANH GHIMHPAHH TabNETKH ¢ JEJIMTEIHA YepTa OT €XHaTa
cTpaHa Ha Tabnerkata. OT eqHaTa CTpaHa HA AenMTENHAaTa Yepra Tabnerkara e MapkipaHa c B, a ot
apyrarta - ¢ 3. Pasmepu Ha tabnetkara: npubaunsutento 12 mm x 6 mm. TaGnerkara moxe na Snae
pasneneHa Ha paBHH JO3H.

bu-IIpexeca ce npeanara B OMaKOBKH, ChAbPHKALUM:
- 10, 30, 50, 60, 90 n 100 Tabnerku B 6nucTepH.
- 7,28, 56 u 98 TaGneTku B 6nUcTEpH, KANEHAAPHA CNAKOBKA.

He BcHukM BUZOBE ONAKOBKH MOrar aa 61,11a1' nyCHaTH Ha nasapa.

IIpaTexarTen Ha paspenleHHETO 33 ynoTpeba:
KRKA, d.d., Novo mesto, Smarjeﬁka cesta 6, 8501 Novo mesto, Cnosenns

IIpon3soanaTenn:
KRKA, d.d., Novo mesto, émaljeﬁka cesta 6, 8501 Novo mesto, Cnosenns
TAD Pharma GmbH, Heinz-Lohmann - Strafe 5, 27472 Cuxhaven, 'epmannsa

Togsa iexkapcTBO € pa3pemeno 3a ynorpeba B Anpxasate — wienkn na EBponeiickoro
HKOHOMHYECKO NPOCTPAHCTBO NOX CICAHHTE AMEHA:

Crpana-wieHka ThproBeko AMe Ha NPOIYKTA N 2%
CnoBakus Bi-Prenessa 5 mg/10 mg filmom obalené tablet [/ =/ #7%aY
Buarapus Bu-Tlpeneca 5 mg/10 mg dunmupanu Taﬁnenm\\é ( S g
Bi-Prenessa 5 mg/10 mg film-coated tablets A L Ky
Yewka pemyGnuka Bympero N F\ \o\\\ .
e f *: 7 °
['epMaHua Bis-Prenessa 5 mg/10 mg Filmtabletten W
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Kunbp Bi-Prenessa 5 mg/10 mg emkaivppéve pe Aentd vUEVIO
dlokio

[Tonwa Bympero

Jluta Balutar 5 mg/10 mg plévele dengtos tabletés

JlaTBus Bisoprolol/Perindopril arginine Krka 5 mg/10 mg
apvalkotas tablets

CnoBeHus Bisonessa 5 mg/10 mg filmsko obloZene tablete

XbpBaTus Bisonessa 5 mg/10 mg filmom obloZene tablete

YHurapus Bympero 5 mg/10 mg filmtabletta

JaTa Ha noc/ieAHO NpepasriiexiaHe HA JHCTOBKATA:
12 despyapu 2026

. Tloapo6ua undopmanms 3a Toa IeKapcTBO € NpeaocTaBeHa Ha yebcaiita Ha M3nbanurenHa AreHums
no Jlekapcteara (MAJI) http://www.bda.bg.




