JIncToBKa: HHpOpMALHA 32 NALHEHTA
Bu-IIpeneca 10 mg/S mg pnamnpans TabieTKA
Ou3zonpononos dymapar/nepuHIONpHS apruHUH
Bi-Prenessa 10 mg/S mg film-coated tablets

bisoprolol fumarate/perindopril arginine

IIpouerere BHHMATEIHO UAJ1ATA JIHCTOBKA, HPEIH Ja 3aM0YHETE 1A NPHEMATE TOBA JIEKAPCTBO,

ThiHl KATO TH ChALPXKA BaKXHA 3a Bac undpopmanus.

- 3ana3serte Ta3u JUCTOBKA. Moxe a ¢e HanoXH Ja s NPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH AOMBJHUTENHYU BbIPOCH, nonuTaiiTe Bawina nekap unu papmauesrT.

- Toga nexapcTso e npeanvcaso nnuHo Ha Bac. He ro npeotcrhnsaiiTe Ha Apyru xopa. To Moxe
1a UM HaBpeaH, HE3ABMCHMO Y€ MPU3HALMTE HA TAXHOTO 3a00nsABaHe ca CbLIMTE KaTo BawuuTe.

- AKO NOTy4HTE HIKAKBH HEXENAHW PeaKkLHH, yeenomere Balunua nexkap win papmauest. Tosa
BKJIKOYBA U BCHUKH Bb3MOXKHH HEXKEJIaHW peakUHH, HEOMUCAHH B Ta3H JIMCTOBKA. Bucte

TOUKA 4.
N3NbJIHUTERHA ATEHLIUR NOQ NEKAPL TBATA

flucmoBra - Mlptmoxers 2

KakBo cbABbpka TA3H JIHCTOBKA

Kakeo npeacraensea bu-Ilpeneca u 3a kakeo ce u3non3ea

Kakeo 1psbBa aa 3Haete, npean na npuemete bu-Ilpeneca
Kak aa npuemare bu-Ilpeneca

B13MOXKHH HEXENTaHU PEaKLUHH

Kak na ¢expanssare bu-IlpeHeca

CbabpAaHue Ha ONAKOBKATA W AONMBAHUTENHA HHPOpPMALIM

KoM Pez, Ne ...

N AW N

1. KaxkBo npeactaBiaBa bu-Ilpeneca H 3a KaKkBo ce H3M0/13BA

bu-IlpeHeca ¢cvabpika ABe aKTHBHHM CHCTaBKH — OM30NPONOAOB pyMapar v NepuHIONpHA apriHyH B
e/Ha TadneTKa:

- buszonpoaonos hymMapaT NpMHaAIEKH KbM €1HA rpyna JeKapCTBa, KOATO ce Hapuua OeTa-
Onokepu. bera-6a0kepuTe 3a6aBAT CHLPACUHUA PUTBM W MPABAT NO-€PUKACHO HINOMIIBAHETO HA
KpPbB OT ChPLUETO NO TAIOTO.

- IepuHaonpun apruHuH € HHXUOMTOP HAa aHrHOTEH3UH KOHBepTHpalina eH3nm (ACE). MleiicTea
ype3 pa3lIMPABAHE HA KPBBOHOCHHUTE CHA0OBE, C KOETO Y/IECHABA ChpLETO BH B M3noMNBaHeTo
Ha KpbB Npe3 THAX.

bu-IlpeHeca ce H3NON3Ba 3a 1€YEHHE HA BUCOKO KPbBHO HANAraHe (XMNnepToHus) w/uinu crabunHa
XPOHHYHA CHPACYHA HEAOCTATHLHHOCT (CHCTORHUE, NPU KOETO CHPLETO € HECMOCOOHO a H3NOMIIBA
AOCTATBUHO KPbB, 32 [a 3a10BOJIM HYKAWTE HA TANOTO, U B PE3Y/ITAT OT TOBA HACTHMNBA 3a1yX H
NoAyBaHe) W/HIH 3a HAMANABAHE HA PHCKA OT CLPACYHH HHLIMAECHTH, KATO HaNPHMEP MHOKapAEH
MWH(}apKT, MPU NaLUEHTH CbC cTabWNHa KOpoHapHa DoNecT (CbCTOSHHUE, MPH KOETO
KpbBOCHADAABAHETO HA CHPUETO € HaMaIEHO WK ONOKHPaHO) K KOWTO BEYE Ca HMAIH MHOKapIeH
MHGAPKT WKWK onepalma 32 noaobpasaHe Ha KPLBOCHAOAABAHETO HA CHPHETO Ype3 pasliH
CbAOBETE, KOUTO ro cHabAABaT ¢ KPbB.

2. Kakspo Tpsa0Ba 1a 3naere, npean 1a npuemere bu-Ilpeneca

He npuemaiite bn-Ilpeneca




aKo CTE aNepPru4HK KbM OH30MPOaoNT WA KbM HAKOK Apyr OeTa-00kep, KbM NEPHHAOTIPHA WU
KbM HAKOH Apyr ACE uHXHOHUTOP, MK KbM HAKOA OT OCTaHAJIHTE CbCTABKH Ha TOBA NEKAPCTBO
(M30poeHH B TOUKa 6),

aKo HMaTe ChpAcHHa HEAOCTATHYHOCT, KOATO BHE3AMNHO C€ € BJIOLIWIA H/HITH MOKE [1a HANOXH
neyeHue B GonHULA,

aKO HMaTe KapAHOre€HeH oK (CePHO3HO ChPAEYHO CHCTOAHUE, IPUUHHEHO OT MHOMO HHCKO
KpBbBHO HaJlsiraHe),

aKO UMaTe ChbpASUHO 3abonsaBaHe, KOETO Ce XapaKTepHu3vpa ¢ 6aBeH MY HENPABUIICH ChpaeUEH
pUTbM (NpeachbpAHOKaMepeH OJI0K OT BTOpa HAH TPETA CTEMEH, CHHOATPHAJIEH OJI0K, CHHAPOM
Ha O0AHUA CHUHYCOB BB3E),

aKko uMare 3abaBeHa ChpASUHATA JEHHOCT,

aKo HMaTe NPEKOMEPHO HHCKO KPbBHO HAATaHE,

aKO MMaTe TeXKa acTMa WM TeXKO XpoHH4HO BenoapobHo 3abonssaxe,

aKO HMAaTE TEXKKH NpoOAeMH ¢ KpbBOOOPALLEHHETO Ha KPAHHHLIMTE CH (KaTO HanpUMED
CUHAPOM Ha PeiiHo), KOMTO MOXE [a € NpUYKHA NMPBCTUTE Ha pblLieTe UK Ha KpakaTta Bu na

MPB3HAT WK Aa ca Oieln UK CHHKAaBH,

aKo ¥MaTe HeNeKyBaH (PEOXPOMOLIMTOM, KOHTO NpeAcTaBlABa paAbK TYMOp Ha HaaA0bOpeuHarTa
Knesa (Meaynara),

aKo nMmaTte MeTaboNUTHA allMa034, ChbCTOSHME, NPH KOETO HMaTe TBBPAE MoJIeMU KOAUYECTBA
KUCETHHA B KPbBTA CH,

aKO CTe MoJyyaBajH CUMITTOMH KaTO CBHPKALLO AMLIAHE, MOAYBAHE HA JIMLETO, €3MKa HIIH
MLPAOTO, CUIICH ChPOEK HIIH TEKKH KOXKHH 00puBH NpH npeauLuHo nevedue ¢ ACE
HHXHOUTOPHU WK aKo Bue nnu uneH Ha Bawero ceMeHCTBO CTe UMalIH TAKMBA CUMITTOMH TIPH
APYTHA 06CcTOATENCTBA (CHCTOAHUE HAPEYEHO AHTHOHEBPOTHYEH OTOK),

aKo cTe OpemeHHa cnea 3-Tus Mecew (OCBEH TOBA 3a NpeiAnoyuTane € aa uidbsaraare bu-Ilpeneca
B pAHHMA CTaJHH Ha OPEMEHHOCTTA — BUKTE pa3fena OTHOCHO OpPEeMEHHOCT),

ako HMarte auadet MAH HapywieHa 6OpeuHa QyHKLHA H ce 1eKyBaTe C JIEKapCTBO 33
MOHWKABAHE HA KPBBHOTO HANATAHE, ChABPIKALLO ATHCKUPEH,

aKO CTe Ha JMajin3a WK HAKaKbB APYr BHA QUITpauusa Ha KpbBTA. B 3aBUCHMOCT OT anapara,
KOHTO ce u3non3na, bu-llpeneca Moxe aa e Henoaxoasw 3a Bac,

aKko uMare npobnemu ¢ 6v0peunTe, Npu KouTo cHabasBaneTo Ha Bawyre 6B6peLd ¢ KpobB €
HamayieHo (cTeHo3a Ha ObOpeyHaTa aprepus),

aKO MPOBEXKAATE WU HACKOPO CTE MPOBEXKAAIH NNEUEHHE CbC caKyOuTpun/BancapraH,
NIeKapCTBO, H3TMON3BAHO 32 JICYCHHE HA ChPAEUYHA HEJAOCTATBYHOCT, Thid KATO PUCKBT OT
aHruoeaeM (0bp30 noayeaHe noa KoXkKara B 001acT KaTo Ibp/oTo) € NOBHILEH (BHAKTE
“IlpeaynpexxpeHns K npeanasHy Mepku* U JIpyru aekapctsa u bu-Ilpexseca®).

Ipeaynpexaeaus H Opeana3nH MepPKH
["'oepopere ¢ Bawung nekap wnu papmMaunesT, npeau na npuemere bu-lIlpeneca:

uMmare auaber,
nmare 60peunn npobnemu (BknounTenHo 6BOpeyHa TpaHCNNaHTALMA) HIIHK aKO CTE Ha
AHATU3HO JICUEHHE,

Umare uepHoapodeH npodinemM,

MMAaTe a0PTHA U MUTPAIHA CT€HO3a (CTECHABAHE HA NN1aBHHA KPbBOHOCEH Cbl, HTHU3ALU OT
CBHPLETO) UMK XunepTpoduyHa kapauoMHonaTua (3abonsiBaHe Ha CbpACYHUA MYCKYJT), WIH
cTeHo3a Ha ObOpeuna aprepus (CTeCHABaAHE HA apTepHUATa, KOTO cHabasBa 6nOpeka ¢ KpbB),
UMaTe HeoOUYaHHO NOBHILICHK HHBA HAa XOPMOH B KPBBTA, HAPEUEH anaocTepoH (TbPBHYECH
aNIOCTEPOHHU3BM),

aKO CTpagaTe OT CbpASYHA HEAOCTATBYHOCT MITH OT JPYTH NpOoOJIEMH CbC ChPLIETO,
HanpuMep JIEKH HAPYLUSHHS HA CbPACYHHA PUTHM WIH CHIHH OOJNKM B IPbAHHA
(crenokapaus Ha [purumeran),

CTpajare OT KojlareHo3Ha cbaoBa 0oJiecT (3adonsiBaHe Ha CHEOAHHHUTENHATA Th
HarpyuMep CUCTEMEH JYTTYC epUTEMATOAEC UJIU CKIEpOaCPMHS,




- Cna3paTe AHETa C OrpaHHYEH MPHEM HA FOTBAPCKA CON KK H3MON3BATE 3aMECTUTENH Ha
roTBapcKarTa CoJl, KOUTO ChABbPKAT KW (MOBULIEHOTO KOJHYECTBO HA KWK B KPBBTa MOXKE
Aa NMPHYHHU IPOMEHH B CbPIAEYUHUS PHTHM),

- aKO HACKOPO CTe€ UMaU AHAPHA WIH NOBPBLIAHE, UK ako cTe 00e3BoaHeHu (bu-IlpeHeca moxe
Ja MPUYKUHH ClaaaHe Ha KPbBHOTO HANAraHe),

- TpaOBa na 6HnaeTe noaokenu Ha LDL adepeza (koeTo npeacrasnssa oTCTpaHABAHE Ha
xonecTepona oT Bawara kpbe upe3 MalunHa), B MOMEHTA NPOBEKAATE AHTHANEPTUHHO IEYEHHUE
nau By npeacTou aAa ce noanoXkKKUTE Ha AECEHCHOMIH3MPALLO JICUCHHE 33 HAMAJIABAHE Ha
anepruuHUTE €PEKTH KbM YKHWIBAHE OT MUENH WIH OCH,

- cnasBare CTPUKTHO rlajyBaHe WIH TEXKA JHETA,

- npeacTod Aa ObaeTe NOANOKEHH HA YIIOKKA W/HITH rojiAMa onepawus,

- umare npodneMu ¢ KpbBOOOpaLEHHETO B KPAHHULIMTE CH,

- MMaTe acTMa WIH XpoHH4HO OenoapobHo 3abonapaHe,

- uMarte (WM CTe KMaJi) NCOPHA3HC,

- aKo UMaTe TyMOp Ha HaabwLOpeuHara »x1e3a (peoXpOMOLIMTOM),

- MMaTe HapylleHHe Ha luToBUAHAT: )e3a (bu-IlIpeHeca Moxe Ja NpHKpHE CHMITTOMUTE Ha
CBpbXaKTHBHA LUMTOBHAHA Ke3a),

- MMATE aHFHOEAEM (TEXKKA aneprHyHa peakiMs ¢ NoAdyBaHE Ha JHIIETO, YCTHUTE, €3UKa HITH
rbPJIOTO, NPHAPYIKEHA OT TPYAHOCT 3a Npermbliiade WK auiade). Topa moxke 1a CTaHe BhbB
BCEKH MOMEHT B XO/1a Ha JICYeHHETO. AKO pa3BHETE TAKHBA CUMITTOMH, TpAOBa Aa cnpeTe
nprema Ha bu-lIlpeHeca u na oTuaere He3abaBHO Ha Jiekap,

- CTE OT YEPHOKOX MPOU3XO0A, Thit KaTo 32 Bac MOXe Ja UMa NO-ronaM pUCK OT aHIMOeAEeM H
TOBA JIEKAPCTBO MOXKE A2 € Mo-cnado epeKTUBHO 3a NOHHXXABAHE HA KPLBHOTO Bu Hansraxe,
OTKOJIKOTO MPH XOpa, KOUTO HE Ca YEPHOKOXKH,

- [IPUEMATE HAKOE OT CIACOHHTE NIeKAPCTBA, H3MOIZBAHH 32 JICUCHME Ha BUCOKO KPBLBHO HajAraHe:

- aurnoteHsuH Il peuenropen 6aokep (ARB) (M3BeCTEH olLlie KaTO capTaH — HanpuMep
Ba/IcapTaH, TENMHCApTaH, HpOecapraH) H B YaCTHOCT — ako “MaTte OBOpevHn npodremu,
CBBLP3aHH ¢ auaber.

- aTUCKHPEH.

Bawust 1exkap Moxe 1a nposepAsa rnpe3 paBHU HHTepBanu 6vOpeuHaTa PyHKUUS, KPBBHOTO
HANAraHe U KOJTHYECTBOTO ENEKTPOAUTH (Hanp. Kanuii) B KpbeTa Bu. BuxTe ¢bu10
WHQOpMaLHATA, o3arnaseHa ,,He npuemalite bu-1lpeneca®.

- PUCKDBT OT aHTHOEAEM € NOBHLIEH, aKO NPHEMATE HAKOE OT CAECAHUTE JICKAPCTBa!

- pauekanoTpui (M3NOA3BaH 3a JIeUEHHE Ha auapus),

- CHPOJIUMYC, €BEPONHMYC, TEMCHPOIHUMYC H APYTH 1IeKapCcTBa, NPHHAANEXKAUH KbM
KJ1ac IEKAPCTBEHH NpoAYKTH, HapeueH mMTOR unxuburopun (M3no3eany, 3a aa ce
NpeAOTBPaTH OTXBBbPJAHETO HAa TPAHCIUTAHTHPAHH OPraHU H NpH pak),

- caKyOMTpHN (HanM4eH KaTto PUKCHpaHa J030Ba KOMOHHALIMA C BaJiCapTaH), U3MO0J13BaH
3a MPOABDKHTENHO JICYEHHE HAa ChPACUYHA HEAOCTATbYHOCT.

- JTUHArTANTHH, CAKCarJIMNTHH, CUTAMTHITHH, BWIAATIMOTHH M APYTH NEKApPCTBA,
MPUHALIEXALUH KbM KNaC JeKapCTBEHH NPOAYKTH, HApHUYaH ITHITHHA (M3NOI3BaHH 3a
neyeHHe Ha auaber).

He npexbesaiiTe pasko npHeMa Ha bu-IlpeHeca, TeH kaTo TOBa MOXKE Aa MPUUMHH TEXKKO BJIOLLIABAHE
Ha cbpaeuHoTO Bu 3a6onaBane. Jleyennero He TpabBa na ce npekparasa pa3ko, 0codeHo npy
NALHEHTH ¢ KOpOHapHa OoNecT Ha CbhPLETO.

Tpabea 3aabmxkuTenHO Aa HHPOpMUpaTe Bawus nekap, ako cMmaTaTte, ye cte OpeMeHHa (Wau e
Bb3MOXHO f1a 3a0pemeHeete). bu-IlpeHeca He ce npenopbyBa B paHHHTE CTalHH Ha OpeMEHHOCTTa U
He TpsOBa Ja ro nprUemare, ako cte OpeMeHHa cnaea 3-THA MeCeLl, ThH KaTo MOXKE 1a MPHYHHHM
CepUO3HO yBpexAaHe Ha Bauwero Hebe, ako ce H3MoN38a B TO3H NEPHOL (BHXKTE TOY

OpEMEHHOCT).

Jlenxa A IOHOIIRA
bu-IlpeHeca He € npegHa3HAYEH 3a NMPUIOKEHHE NPH IeLa K NOAPACTBALIH HA Bb
FrOAHHH.




Hpyru nexapcrea H bu-Ilpeneca
HUudopmupaiite Bawusg nexap uau gapmanesT, akO npyeMare, HaCKOpO CT€ NPHEMAIH WIH €
Bb3MOXHO Aa NpueMate APYTrH lekapcTea.

Hma nekapcTsa, kKOUTO MOrar ga npoMeHaT edekra Ha bu-IlpeHeca unn yunTo epexT MoxNce na ce
npomeHaT ot bu-Tlpeneca. Toszu TN B3aumoacACTBHE MOKE Aa AOBEAE A0 HAMAIABRAHE HA
e(PeKTHBHOCTTA Ha €AHOTO UK HA ABETE AEKAPCTBA. AJITEPHATHBHO MOXKE J1a NMOBHIUM PUCKE OT
Bb3HHMKBAHE HA HEXKE/1AHW PEaKLIHK WK Ha TAXHATA TEXKECT,

HenpemenHo nHgpopMHrpanTe Baliug nekap, ako B3EMaTe HAKOH OT CIIEAHUTE IEKApCTBaA:

- JIEKApCTBa, KOUTO CE M3NOJ3BAT 3a KOHTPOJIMpaHe Ha KPbBHOTO HANATaHe, WK 1eKapCTBa 3a
npobaeMH cbC CHpUETO (HANMPUMEP aMHOJAPOH, AMIOAKUITHH, KINOHHWAWH, JAUTHTAINCOBH
rMUKO3WAH, AUNTHA3EM, AH3ONKHpaMUa, GenoanunuH, GaeKanHua, MHAOKanH, METHIAONA,
MOKCOHHHH, NPOKaANHAMHUI, NponadeHOH, XMHUANH, PUWIMEHHIUH, BEPANaMu),

- IpYry NEeKapcTBa 3a JIEeYEHHE HA BUCOKO KPBBHO HAIAraHe, BKIKYUTENHO aHIHOTEH3UH 1]
pelienTopHH Onokepu (ARB), anuckupeH (BrxkTe cbulo HHPoOpMaLHaTa, o3arnasesa ,,He
npueMaiite bu-IlpeHeca® u , IlpeaynpexacHna u npeanasHy Mepku Npu ynorpeda™) unu
AUYPETULIM (NeKapCTBa, KOMTO YBEIUYABAT KOJHYECTBOTO YPHHA, NMpoU3BeacHa oT 0u0peunte),

- KaTHH-CbXpaHABALUM JeKapceTBa (Hanp. TpHaMTepeH, aMUIOpUL), Kannesn A0OABKH MU KasTHIi-
CbABLPXKALLH 3aMECTHTE/IM HAa FOTBAPCKATa COJl, APYTH JIEKapCTBa, KOHTO MOTaT Ja NOBHLUIAT
KaJIuA B TANOTO (TaKMBa KaTO XenapHH, JIEKapCTBO H3NO/A3BAHO 3a pa3pe)KAaHe Ha KpbBTA U 33
NpeAOTBpaTABaHE HA ChCHPELW; TPHMETONPHM H KO-TPHMOKCA30J1, [TO3HAT OLLE KaTo
TPHMETONPUM/CYNPaMETOKCA30 32 IEUSHHE HA HHPEKLUH, NPHYKHHEHH OT baxTepus),

- KaIMH-CbXPAaHABALLY NNIEKAPCTBA, U3MOM3BAHU 34 JieYEHUE Ha ChbPASYHA HEAOCTATBUHOCT:
erIePEHOH W CMIUPOHONAKTOH B 4034 oT 12,5 mg no 50 mg Ha nen,

- CUMNATHKOMHMETHYHH CPEACTRA 3a JICYEHHE HA KITMHUYEH LHOK (aApEHANIHH, HOPaIpEHAIUH,
no0yTaM#H, H30NPEHATTHH, e(eAPUH),

- eCTPaMYCTHH — HU3IMOJ3BaH MPH JICYEHHE Ha pak,

- NeKapcTBa, KOUTO HAH-YeCTO e U3MOJ3BAT 34 JICYEHHE Ha AHapHa (pauexkaaoTpuil) Wi 3a ha ce
H30erHe OTXBLP/AAHETO HA TPAHCIIAHTUPAHHU OPraHK (CHPOAUMYC, EBEPOJIUMYC, TEMCHPOITHMYC
H APYIH JIEKApCTBa, NPUHAMIEKALIH KbM KIaC NEKAPCTBEHA NPOAYKTH, HapeueHH mTOR
HHXHOUTOpH). Brokre Touka , IlpeaynpexxacHns ¥ npeanazHy Mepku npy ynorpeda™,

- cakyOuTpun/sancapraH (M3MoN3BaHH 3a NPOABLLKUTENHO JieyeHUe HAa ChbpAeUHa
HeZOCTAaTBLUYHOCT). Bwkre ToukH ,,He npuemaiite bu-lIlpeneca® u ,[lpenynpexneHus u
npeanasHyd Mepku npu ynorpeba®.

- JIMTHUH — M3NOJI3BAH 34 IEYEHHE HA MAHHH H NENPECHM,

- HAKOM NIEKApCTBA, H3NOJI3BAHM 34 JICHCHUE HA ACTIPECHA, KaTO HANPHUMEP HMHNIPAMUH,
AMHTPHUNTTHJIHH, HHXUOHUTOpPU HA MOHOoaMHHOOKcHAazaTa (MAO) (¢ naknroueHue Ha MAO-B
HHXHOUTODHK),

- HAKOH JICKAPCTBA, U3NOJI3BAHH 32 NeYEHUE HA WH30PpeHU (AHTUNICHXOTHLIH),

- HSIKOH JIEKAPCTBA, W3NON3BaHH 3a JieyeHue Ha enunencus (beHuTouH, 6apbuTyparu karo
perobapburan), aHECTE3UONOIHHHH JIEKAPCTBEHH NPOAYKTH, H3NOI3BAHHU NIPU XHPYPruyHu
npoueaypH,

- CHAOPA3LIMPABALLN CPEACTBA, BKIAKOUUTENHO HATPATH (NpenapaTu, KOUTO BOAAT A0
paslivpsaBaHe Ha KPBBOHOCHHUTE CHAOBE), TPUMETONPHM, H3MO3BAH 33 N€YECHHE HA MHQEKLIUH,

- UMYHOCYNIpecopH (NeKapcTBa, KOMTO HaMaNABAT 3alUTHUA MEXAHH3IBM HA TAIOTO) KaTo
LKKIOCTIOPHH, TAKPOIUMYC, H3MNOI3BAHK 33 JICYCHHUE HA ABTOUMYHHH HAPYLUEHUS WM CIE]
TPAHCIUIAHTALWHOHHA XUPYPIH4,

- aJloNypHHON, H3MOJI3BAH 3a JICYEHUE Ha nojarpa,

- NapacHMNAaTHKOMHMETHUYHH JIEKAPCTBA, H3MOA3BAHH 32 JIEYEHUETO HA ChCTOAHAH 10
Hanpumep bonecTra Ha ANuXxaiMep HIH raykoMma,

- nokanHo npunarany 6eTa-010kepu 3a neyeHne Ha riaykomMa (NOBUILEHO Bb

- ME(MAOXHH, H3NMON3BAH 32 NEYCHUE HA MATIapHA,




- OaxnodeH, H3MON3BaH 3a JIEYSHUE HA MYCKYJIHA CKOBAHOCT NPH HAKOH 3a00/IIBaHMA, KATO
HanpUMep MHOXECTBEHATA CKIepo3a,

- 3/1aTHH COMH, OCOOEHO fIPH UHTPABEHO3HO NPHIIOKEHHE (M3M0J3BAT CE 3a JIEUCHHE Ha
CHMNTOMM Ha PEBMATOUAECH apTPHMT),

- NeKapcTBa 3a JieYeHUe Ha AHabeT KaTo UHCYAWH, MET(QOPMHH, IMHATIUITHH, CAKCATJIUATHH,
CHUTAr/TUNMTHH, BUNJATTHNTHH,

- HeCTEpPOHAHH NPOTUBOBb3NAAUTEAHH iekapcTBa (HCIIBC), nanp. ubynpoden unu
auKnodeHaKk, MW BHCOKH J03H aUETHICATMLIMIOBA KMUCE/IHHE, KOUTO CE NMPHUIArar 3a JICYCHHUE
HA apTpHT, raBobonure, 60nKa UK BB3INANEHHE.

bu-IIpeneca ¢ xpana, HANHTKH H &AKO0X0
3a npeanoudTaHe € HU3OTIPOSON/MEPUHAONPHUI Aa Ce NPHEMa NPEIH XpaHEHE,

bpeMeHHOCT B KbpPMeEHe
Ako cte OpeMeHHa UK KbPMHUTE, CMATATE, e MOXe [a CTe OpeMEHHa WK TulaHupaTe OpEeMeHHOCT,

nochLBeTBaiiTe ce ¢ Bawna nekap unu gapmauesT npeau ynorpedara Ha TOBA 1EKapPCTBO.

bpemennocm

Tpabsa 3aabmxuTeNnHO Aa HHpopmHpaTte Baliua nekap, ako cMaTare, 4ye cte OpeMeHHa (Wi e
BBE3MOXKHO Ja 3abpemeHeere). OOUkHOBeHO BawmaT nekap we Bu nocheeTBa Aa crpeTe npueMa Ha
bu-Ilpeneca npeau 3abpeMeHABAHETO WK BB3IMOXKHO HAK-CKOPO CI€A, KaTO CTE Y3HAIH, Ye CTE
OpeMeHHa, K nie By nocseerea BMecTo bu-IlpeHeca na npuemarte apyru nekapcrea. bu-Ilpexeca He
Ce NMPENOpbUBa B PAHHUTE CTAAMH HAa OpeMEHHOCTTa U He TpADBaA Aa ce npunara, ako ¢re OpeMeHHa
cieq 3-Tus Mecel, TbH KaTo MOXKe 1a MPHUYHHU CEPHO3HO YBpexaaHe Ha Baiuero 6ebe, ako ce
M3M0JI13Ba B NEpUOA CJIEA TPETHA Mecell Ha OpEeMEHHOCTTA.

Kvpuene
YBegoMete Baluus nekap, ako KbpMHUTE W/1M Bb3Hamepsaeare aa Kbpmute. bu-lIIpeHeca He ce

NpenopbuBa NpH MaHKH, KOUTO KbpMAT, U Bawuart nexkap moxe aa u3bepe apyro JeueHue 3a Bac, ako
KeJlaete Ja KbpMHTe, 0c0o0eHO ako 6ebeTo By € HOBOpOAEHO WK NPEXAEeBPEMEHHO POAEHO.

Illopupate n padboTa ¢ MAIIHHH

bu-IlpeHeca HAMA NMPAKO BIHAHHE BbPXY KOHLIEHTPALUHUATA HA BHUMAHKETO, HO NPH HAKOH NaUHEHTH
MOJXKE [a HaCTBIAT 3aMaiiBaHe Wy cnabocT, CBbP3aHH C HUCKO KPBbBHO HAnsraie, ocoOeHo B
HaYAI0TO HA JISYSHHUETO, MPH CMAHA HA NIEYEHHETO, KAKTO U NPH NPUNOKEHHE 3aeIHO € aJIKOXO0/1. AKO
CT€ 3aCerHaTH 10 TO3HM HauuH, Bawarta cnocobHoCT 3a wogmpaHe nniu pabota ¢ MaLIMHH MOXkKe 12

Obae HapylueHa.

bu-IIpereca cbabLpKa HATPHH H JIAKTO3A

ToBa nekapcTBO CbABPKA NO-MaTKO OT | mmol HaTtpuii (23 mg) Ha TabneTka, T.e. MOXe Aa C& KaxKe,
Y€ NPAKTHYECKH HE ChAbPXKA HATPHH.

Axo Bawuar JICKap Bue Ka3aji, HC HMATC HCMMOHOCHMOCT KbM HRKOH 3aXapH, CBLPIKETC CC C HEINO
npciu na NpHEMCETE TOBaA JICKAPCTBO.

3. Kax na npuemare bu-llpeneca

BuHaru npueMaiite TOBa N1eKapcTBO TOUHO KakTo By e kazan Baiwuusar nexap nau papmar wfs
CTe CHTYPHM B HElLO, nonuTaiTte Bauusa nexkap niu dapmauesT. X

[IpenopruunTenHara HayajiHa 403a € eaHa Tabnerka BeaHbXK JHEBHO. [T 1bTHeTe Tabsk
BOJA CYTPHH IMPEAH XpaHEHe.




buOpeuno yBpexaane
bu-TlpeHeca He ce npenopbyYBa, aKO CTpaaaTe OT YMEPEHO Wil Texxko Ob0peyuHo 3a0onspane.

Ynorpeb6a npH aeua H IOHOLIH
He ce npenopbyBa ynotpeda npu aeua v IOHOLLH,

AKo0 cTe npHE/JIH NoBeYe 0T HeoDxoaumMara 203a bu-Ilpeneca

AKoO cTe npueny nosede TabieTku, OTKOAKOTO B € npeanucaHo, cebpxere ce HezabaBHO ¢ Bauius
nekap unn ¢papMauesT.

Haii-BepoaTHHAT ethekT B Cnyuaid Ha NpPeAO3UPAHE € HUCKO KPbBHO HANATAHE, B PE3YIITAT Ha KOETO
MOJKE 14 MOYYBCTBATe 3aMaiBaHe WU Aa BH npyuManee (aKo ce c1y4yH ToBa, MOXKE Aa NOMOrHE Aa
JIETHETE M Aa MOCTABUTE KpaKaTa CH HABUCOKO), CHJTHO 3aTPYAHEHO AULLAHE, TpenepeHe (nopaau
HaMAaJIeHX HWUBA HA KpbBHATA 3aXap) U 3a0aBAHE HA CbPAECYHATA YECTOTA.

AKo cTe nponycHaan na npreMere bu-Ilpeneca

BaxxHo € aa npvemare Balueto nekapcTBo BCEKH A€H, Thidl KATO PEAOBHOTO NEUYEHHE € NO-€PEKTHBHO.
Ako obauye cre 3abpaBuin na npyemere ao3a ot bu-lIlpeneca, BieMere cnegpalnara 1o3a B 0OHYaitHHA
yac.

He B3emaiiTe nBoiiHa 103a, 32 Ja KOMNIEHCHpaTe NponycHarara a03a.

AKo cte cnpean npHema Ha bu-1Ipeneca

He npexbcBaiiTe pasko npuema Ha bu-IlpeHeca u He npoMeHsiTe n03aTa 6e3 rnpeasapuTeNHO Aa cTe
C€ KOHCYNTUpaH ¢ Balliua exap, TbH KaTo TOBa MOXE [ia MPUYHHH TEXKKO BJIOLIABAHE HA
cbpacuHoTo By 3abonasane. Jleuenuneto He Tpadea aa ce npekparssa pa3ko, 0COOCHO NPH NaLMEHTH C
KOopoHapHa 60aecT Ha CbPUETO.

AKO UMaTe HAKaKBH AOITbJHHUTENHH BBIPOCH, CBLP3aHH ¢ yrnotpedaTa Ha TOBa JIEKapCTBO, MOMUTAHTE
Bawiua nekap unum ¢papMauesT.

4. B13MOXKHH HEKeJIaHH peakiHH

KakTo BCHUKH AEKApCTBA, TOBA JIEKAPCTBO MOXE Aa NPEAU3BHKA HEXEIAHW PEAKLIMH, BHIIPEKH 4E HE

BCEKH MM MoNy4ana.

Cnpete na npueMaTte TO3H JEKAPCTBEH NPOAYKT H OTHAETE He3a0aBHO HA Nperjea NpH JeKkap,

AKO NOJYYHTE HEKOH OT CIeJHATE HEXKEJIAHH PeaKIHN:

- CWJIHO 3aMaiBaHe WM NpUMalaBaHe MopaiH HUCKO KpbBHO HansaraHe (4ecTyd — Morar Ja
3acerHat oo | Ha 10 aywmn),

. BIOLIABAHE HA ChPASUYHA HEAOCTATLUYHOCT, KOSTO NPHUYKHABA 3a0yX W/HIH 3a0pbKKa Ha
TEYHOCTH (4eCTH — MorarT aa 3acerdar 2o 1 Ha 10 aymn),

- NoAyBaHE Ha JIHLIETO, YCTHHUTE, YCTATAa, €3HKA HH IbPJIOTO, 3aTPYAHEHO AMLIAHE (AHTHOESAEM)
(HeuecTH — Morart aa 3acerHar o | Ha 100 gyumn),

- BRHE3aNHO CBUPKALLO AMliaHe, 60JIKa B MbpANTE, HEAOCTHI HA Bb3AYX WIH 3aTPYAHEHO AHLIAHE
(bponxocna3bm) (HeuecTH — morar aa 3acerdar ao 1 na 100 aywn),

- HeoOMuHaHO ObpP3 HNK HEPUTMHUYEH CLPACUYEH PUTDLM, NpbAHA DoNKa {CTeHOKapAWs) WK
c¢bpaeyeH HHdapKT (MHOro peaku — Morar aa 3acerdar Ao 1 Ha 10 000 qyuun),

- OTMAJIABAHE HA PBLETE HIIH KpaKkaTa UilH npobieMH B roeopa, koeto OM MOrJI0 Ja € NPU3HaK 3a
Bb3MOKEH HHCYAT (MHOrO peakH — Morat aa 3acerdar ao | Ha 10 000 oywu),

Ha 10 000 ayun),
- MOXBJITABAHE HA KOXKATA WIH O4MTE (KbJITEHHLA), KOETO O MOrno na e npu3
(MHOro peaku — morar ga sacerdar oo 1 Ha 10 000 aywn),




- KOXXEH OOpHUB, KOMTO YECTO 3ano4Ba C NOABATAa HA YEPBEHH ChbpOsALLM NETHA NO JIKLETO, PbUETE
WIH KpakaTa (epuTema Myathdopme) (MHOro peaku — morar fa 3acerHart Ao |1 Ha 10 000

AYLIH).

bu-Ilpeneca 06MKHOBEHO c€ MOHAcA AO0OpPE, HO KAKTO M NPH BCUYKH APYTH JIEKAPCTBA, XOPaTa MOXe
Aa NOAYYaT Pa3/IHuHH HEXEJIAHHU JIEKAPCTBEHH peaKLMH, OCODEHO NMPH MbPBOHAYATTHOTO 3aMOYBAHE Ha
NeYEHUETO.

AKO 3a0e1exHTEe HAKOS OT HeXKe 1aHHTe JEKAPCTBCHH DEAKIIHH, ONTHCAHA I10-10/1Y H/IH APYTH,
HEOIMMHCAHH B TaA3H JIHCTOBKA HCXKC/IAHH PCAKLIHH, MOJIN, YBCIOMETC BEAHAIA Bamnna JIEKAP NJIH

dapmauesBT:

MHuoro yecty (Moxe Aa 3acerHar roseywe ot | Ha 10 aywu):
- 3a0aBeHa ChpaeuHa NeHHOCT.

Yecrn (Morat na 3acerdat Ao | Ha 10 aywu):

- rnapobonue,

- 3aManBaHe,

- CBETOBBPTEXK,

- HapYLIEH BKYC,

- MpaBYYKaHe ( MTJIMMKH),

- H3TpBbNBaHe U 00e3uyBCTBABAHE HA pPbLETE H KpaKara,

- 3PUTENHH HAPYLUEHMUS,

- TUHHTYC (yCellaHe 3a yM B YiIUTE),

- 4YYBCTBO Ha CTY] B PbUETE H KpaKara,

- KALLTHLA,

- HEJOCTHI Ha Bb3IYX,

- CTOMALLIHO-YPEBHH HApYLIEHHUA KaTO rajJeHe, NoppbliaHe, 001KH B KOpeMa, 3aTPYAHEHO
XPaHOCMUNAHE WK AUCNENCHA, AHapus, 3anek,

- ANEPrudHU peaklUHH Karo, HaMmpUMep, KOXHH 0OpUBH, CHpOexX,

- MYCKYJIHH KpaMIIH,

- 4yBCTBO Ha yMOpa,

- yMOpa.

HeuvecTu (Moxe na 3acerHar no | Ha 100 nywwu):

- NPOMEHAHBO HACTPOCHHE,

- HApYyLWEH ChH,

- JenpecHs,

- CYXOTa B YCTarTa,

- MHTEH3UBEH CbPOEXK MM TEXKKH KOXKHY 0OpHEH,

- ofpa3yBaHe HA MEXYPH Ha MOBBLPXHOCTTA HA KOXKATa,

- NOBHULLEHA HYBCTBUTENHOCT Ha KOXKATa KbM CJBHLUE (peakuyu Ha POTOUYBCTBUTENHOCT),

- U3NOTABAHE,

- npobnemu ¢ 6bOpeumTe,

- UMMOTEHTHOCT,

- nosuileH Opoi Ha eosuHopUnUTe (BUA OENU KPBLBHH KIETKH),

- CbHJIUBOCT,

- npunaaaHe,

- NaJNUTALIHH,

- TaxuKapams,

- HEPHTMHUYHA ChpACUHA ACHHOCT (HapylieHUe Ha AV -NpOBEKAAHETO, Bh3naney
KPbBOHOCHH ChAOBE { BACKYJHUT),

- 3aMaitBaHe MpH H3NpaBsHeE,

- MYCKYJTHa cnabocT,

- apTpanrua (DOAKW B cTaBUTE),




MHaarua (bonku B Myckynure),

rpbaHa 6onka,

(pH3IUYECKO HEPA3NOIOKEHHE,

JOKaNW3KMpaHo NoAyBaHe (nepudepeH OToK),

TPpeCKa,

naaaHe,

NPOMEHH B 1abopaTOPHUTE NOKa3aTe/l: NOBULICHH KPBLBHH HHBA HA KaH#, 0OpaTUMH npH
CMHpaHE Ha NPUIOKEHUETO; HaMANeHH HKMBA Ha HATPHI, MHOIO HUCKH HHBA Ha KpbBHATa 3axap
(XMTOrJIMKEMHUS ) B CJTYYaH Ha NaiHeHTH ¢ aaber, nopuLleHa ypes B KpbBTA, NMOBULLEH
KpeaTMHUH B KPbBTA.

Peaku (Moxe na 3zacerHar g0 | va 1 000 oywm):

ocrpa 6L0peuHa HEAOCTaTbYHOCT,

ThbMHA Ha LIBAT YPHHA, raaA¢He WK NOBPbLUAHE, MYCKYJIHU KPaMIlH, ChCTOAHUE HA O0BPKAHOCT
M Npunaabud. Toea MOXE Ja ca CHMITTOMH Ha ChCTOAHME, HapeueHO CHAJIX (cuHapoM Ha
HealeKBaTHA CEKPELIMA HA AHTUAHYPETHYEH XOPMOH).

HaMaleHO WJIM JUICBALIO OTACNAHE HA YPHHA,

3avepBABaHE,

KOLIMAapHU CBHULIA, XaNIOLUHHALIUH,

HAMAJIEHO OTAEIAHE Ha ChA3H (CYX0 0KO),

npobJieMy Cbe C1yXa,

Bb3MaJIEHHE Ha YEPHHUA APOD, KOSTO MOXKE Aa NPHYKMHH NOKBITABAHE HA KOkKaTa uny banara
YacT Ha OUMTE,

ajiepruyHa xpema, KMxaHe,

ajepruuHonoA0bHU peakMu KaTo Chpbek, 3auepBaBane, oOpus,

BJIOLLIABAHE HA NICOPHAMC,

npoMsaHa Ha nabopaTOpHHUTE NMOKA3aTeNAW: NOBHILEHU HUBA HAa YEPHOAPOOHHTE €H3UMHU, BUCOKH
HMBA Ha OMAUPYOHH B CepyMma, OTKIOHEHUEe OT HOpMAaTa Ha HHBAaTa Ha Ma3HHHMTE.

MHoro peakn (moxe na 3acerdHar go |1 Ha 10 000 gywu):

00BpKaHOCT,
Apa3HEHE W 3a4epBABAHE HA OKOTO ( KOHIOHKTHBHT),

€O3HHO(HITHA NHEBMOHHA (PAABK BUA NMHEBMOHHA),
Bb3NnalieHWe Ha naHkpeaca (KOeTo NPHYHHABA CHITHHA OONKHU B KOpEMa U rbpda),

Kocormnaa,
NMOSBa WIH BIOLIABaHe Ha nocnect obpus (ncopuasuc), ncopuasucononoden odpus,

NMPOMEHH B KPbBHHTE CTOMHOCTH, KAaTO NO-MalbK Opoit 6enn U yepBeHHU KPbBHH KIIETKH,
MOHWKEH XEMOrNOoOHH, No-ManbK OpoH TpoMOOLUTH.

C HensBecTHA 4ecTOTa (OT HATHYHHTE JaHHM HE MOXe 1A ObAe HanpaBeHa OLCHKA):

NpOMAHA B LBeTa, H3TpBLIIBaHEe U D0Ka B NPBCTUTE Ha PBLUETE WM KpakaTa (eHOMEH Ha
Peiino).

AKO MOJYYHTE HAKOH OT TE3H CUMITTOMH, C€ CBbPKETE ¢ Balling nekap Bb3MOXKHO HAH-CKOPO.

CrhobmaBane HA HEXKe/IAHH PeaKUHH
AKO NONYUYHTE HAKAKBY HEXENAHH IEKAPCTBCHHU PeakLIMK, YBeaoMeTe Balina nekap unu dapmauesr.
Tora BKJIIOYBA BCHYKH Bb3MOYKHH HEOMUCAHH B Ta3H JIMCTOBKA HEXENIaHH peaklMH. MoxeTe cbllo 1a

CLOOLUUTE HEXKENAHU PeaKUHH JHPEKTHO 4pes:

M3nbiHuTEeNHA areHusa No JiekapcTeara

yn. ,,JlamaH ['pyes* Ne 8

1303 Codpus

Ten.: +359 2 890 3417

yebcaiiT: www.bda.bg

Kato cbobluaBare HexceNaHd peakillii, MOXKETE a AaJeTe CBOA MPHHOC 3a NoJy4asa




HHpOpMALIMA OTHOCHO DE30NacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak pna coxpanasare bu-Ilpeneca
Jla ce cbXxpaHsaBa Ha MACTO, HEAOCTBITHO 3a AeLA.

He u3non3saiiTe TOBa NEKapCTBO Cel CPOKA HA FOAHOCT, oTOeNA3aH BbPXY KapTOHEHATa ONakoBKa
cnen ,,J'oneH go:*“. CpoKbT HA rOAHOCT OTrOBapsA HA MOCNEAHMA AEH OT NOCOUEHMA MeceLl.

Jla ce cLxpaHsBa B OpUIMHAIHATaA OMAKOBKA, 3a Aa ¢€ Npeanas3M OT Baara.
ToBsa nekapcTBO HE M3UCKBA CNELUHATIHA TEMNEPATYPHHU YCAOBHSA HA ChXPAHCHHME.

He w3xBbupnsiATe nekapcTeaTa B KaHANM3aUHMATa WIM B KOHTEHHEpaA 3a JOMALUHH OTNadbLH.
[TonuTakTe Bawuna papmaueBT kak Aa H3XBbPAATE IeKapcTBaTa, KOUTO Beve He u3nonieare. Tesn
MEPKH L€ CMOMOrHAaT 3a ona3BaHe Ha OKONHaTa cpeja.

6. CobabpxaHHe HA OMAKOBKATA H ACHLJAHHTENHA HHPOPMALHS

Kaxkso cbranpxka bu-Iipeneca

- AKTHBHHUTE BeUlecTBa ca buzonpononos dgymapar u nepuHaonpun aprudun (bisoprolol
Jfumarate/perindopril arginine).

Besika Tabnerka cbabpska 10 mg Ouzonpononos pymapat (ekBHBaleHTEH Ha 8,49 mg busonponon) u

5 mg nepyuHaONPUN aprUHUH {€eKBYMBaEHTeH Ha 3,395 mg nepuHaonpun).

- Hpyrurte ¢bCTABKHM ¢a.
B aapoto Ha Tabaerkarta: KANKEB XNOPHA XEKCaXUAPAT, HATPHEB KapOOHAT, MMKPOKPHCTAIHA
LUENYN1034a, JIAKTO3a MOHOXHAPAT, NPEXENATHHH3HPAHO LAPEBHYHO HHLIECTE, KOJIOWACH
0e3B0CH CWIHLUEB JAUOKCH, KPOCKAPMESI03a HaATPHUH U MarHe3MeB cTeapar.
Bbe dHUIMOBOTO NOKPUTHE: NOIUAEKCTPO3A, KAILUEB KApOOHAT, XHNpOMeNno3a, Talk,
TPUTITHLEPHAH, KBIAT XkenezeH okcua (E172). Bibkre Touka 2 ,,bu-IlpeHeca cbabpika HaTpuii u
naKro3a‘.

Kak m3rnexxaa ba-Ilpeneca H KAKBO ChABLPKA ONAKOBKATA

bu-Ilpeneca 10 mg/5 mg dpunmupanu tabnerku
XKbaTH, OBATHK, ABOWHOM3IILKHAIU (PUIMHpaHy TabeTku, MapkupaHu ¢ B2 ot egHaTa cTpaHa Ha
tTabnerkara. Pasmepu Ha Tabnerkara: npubnausurenHo 12 mm x 6 mm.

bu-IlpeHeca ce npeanara B ONAKOBKH, ChAbPMKALLM:
- 10, 30, 50, 60, 90 n 100 Tabnerku B bnincTepu.
- 7,28, 56 u 98 Tabnetku B OnUCTEPH, KaneHAapHa ONAKOBKa.

He BCcUukH BHAOBE ONAKOBKH MOrar Ja 6'b,[l,&T [1IYCHATH Ha la3apad.

IlpaTexaren Ha pa3pelIeHHETO 3a ynorpeda:
KRKA, d.d., Novo mesto, Smarje§ka cesta 6, 8501 Novo mesto, CnoseHusd

IIpon3BoanTeNn:
KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, CnoBeHnns
TAD Pharma GmbH, Heinz-Lohmann - Strafe 5, 27472 Cuxhaven, ['epManus

Tosa JiekapcTBO € pa3pemieHO 32 ynoTpeda B AbpKABHTE — WieHKH Ha Espone
HKOHOMHYECKO NPOCTPAHCTBO MO C/IeAHATE HMEHA:




Crpana-4jeHnka Tbproscko HMe HA NPOAYKTA

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

bbarapus bu-Ilpeneca 10 mg/5 mg puamupann tabnerku
Bi-Prenessa 10 mg/5 mg film-coated tablets

Yewka penyOiinka Biprindo

[ 'epmanus Bis-Prenessa 10 mg/5 mg Filmtabletten

Kunbp Bi-Prenessa 10 mg/5 mg emkaAvppéva e AETTO LUEVIO
OLoKIN

[Tonwa Biprindo

JIutBa Balutar 10 mg/5 mg plévele dengtos tabletés

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

CnoBeHus Bisonessa 10 mg/5 mg filmsko oblozZene tablete

X' bpBaTHS Bisonessa 10 mg/5 mg filmom oblozZene tablete

YHrapus Biprindo 10 mg/5 mg filmtabletta

JlaTa Ha nmocJielHO npepasrjiek/a1aHe HA JIHCTOBKATA:
29 Auyapu 2026

[loapobHa nH$opmalMs 3a TOBa JIEKAPCTBO € NpeocTaBeHa Ha yeOcaiTa Ha UsnbnHuTenHa AreHums
no Jlekapcrara (MAJI) http://www.bda.bg.




