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AZERBAIJAN

WMHCTPYKUMSI MO MPUMEHEHUIO NTEKapCTBEHHOIO NpenapaTta
(orst naumeHToB)

BUCOTEHC 5 wmr; 10 mr TabneTtku, NOKpbITble
NIIEHOYHOM 060M0YKON
BISOTENS

MexayHapogHoe HenaTeHTOBaHHOe Ha3BaHue:
Buconponon

CocraB

BucomeHc 5 me

AkmusHoe esewiecmeo: 1 Tabnetka cogepXut 5 mr
6uconponona cdymapara.

BcriomozamerbHblie seuwjecmsa:
MUKPOKpUcTannmyeckasa Lennkrosa, HYaCTU4YHO
I'Ipe)Kej'IaTl/IHVI3I/IpOBaHHbIl7I KyKypyaan?l Kpaxman,
KpOCKapmennosa HaTpu4, KpeMHUA anokeng

KOnnouaHbli 6€3BOAHbIN, MarH1sa cteapar.
Ob6osnouka: onagpan |l  85F24286 (4acTu4yHO
TMAPOSIM30BaHHbIN NONMMBMHWUIOBLIV CNUPT, AVNOKCUA
TutaHa (E171), makporon 3550, Tanbk, okcug
xenesa xentbin (E172), okcma xenesa KpacHbIv
(E172), okeunp, xxenesa vepHbinn (E172)).

Bucomenc 10 me
AkmueHoe gsewiecmeo: 1 Tabnetka cogepxut 10 mr
Guconponona cdymapara.

BcrnomozamernbHbie geuwjecmsa.

The instructions on use of medicinal product
(for patients)

BISOTENS 5 mg; 10 mg film-coated tablets

International non-proprietary name: Bisoprolol

Composition

Bisotens 5 mg

Active ingredient: 1 tablet contains 5 mg bisoprolol
fumarate.

Auxiliary substances: microcrystalline cellulose, partially
pregelatinized starch, croscarmellose sodium, colloidal
anhydrous silica, magnesium stearate.

Coating: opadry |l 85F24286 (partially hydrolyzed
polyvinyl alcohol, titanium dioxide (E171), macrogol
3350, talc, iron oxide yellow (E172), iron oxide red
(E172), iron oxide black (E172)).

Bisotens 10 mg

Active ingredient: 1 tablet contains 10 mg bisoprolol
fumarate.

Auxiliary substances: microcrystalline cellulose, partially
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BISOTENS 5 mq; 10 mq ortiiklii tabletlor
BISOTENS

Beynalxalq patentlogdirilmamis adi: Bisoprolol

Torkibi
Bisotens 5 mq
Tesiredici madds: 1 tabletin tarkibinde 5 mq

bisoprolol fumarat vardir.

Kémokgi maddalar: mikrokristallik sellliloza, gisman
jelatinlesdiriimis  qgargidah nisastasi, natrium
kroskarmelloza, susuz kolloidal silisium dioksid,
maqgnezium stearat.

Ortiik: opadri Il 85F24286 (gismen hidrolizeolunmus
polivinil spirti, titan 4-oksid (E171), makroqgol 3550,
talk, sari demir oksidi (E172), qirmizi demir oksidi
(E172), gara demir oksidi (E172)).

Bisotens 10 mq

Tesiredici madds: 1 tabletin terkibinde 10 mq
bisoprolol fumarat vardir.

Kbémokgi maddalar: mikrokristallik selllloza, gisman
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MWUKpOKpUCTaNInyeckas  LEensonosa,  YacTU4HO
npexenaTvMHM3NPOBaHHbIA  KYKYPY3HbIA  Kpaxmar,
KpocKapMesnnosa Hatpus, KPeMHUs  OUOKCuA
KONMOWAHbIA 6e3BOAHbLIN, MarHus cteapar.

Ob6osnouka: onagpan |l 85F24297  (4acTuuyHO

TMAPOSIM30BaHHbIN MONMBMHWUIOBLIV CNNPT, OAVUOKCUA
TutaHa (E171), makporon 3550, Tanbk, okcug
xenesa xentbin (E172), okcma xenesa KpacHbIv
(E172)).

OnucaHue
BucomeHc 5 m2
TabneTtkn, NOKPbITble  MIEHOYHOM  OBONOYKON

GexeBoro uBeTa, Kpyrnble, ABOSIKOBbINYKITOM (DOPMbI
C AenuTenbHON PUCKON Ha OQHOW CTOPOHE.
TabneTky MOXHO pa3fenuTb Ha ABe paBHbIe J03bl.
BucomeHc 10 m2

TabneTkn, NOKPbITble  MNEHOYHOM  OBONOYKON
KMPMMYHO-KPACHOro uBeTa, Kpyrnole,
OBOSIKOBbIMYKNOW hOpMBbl.
dapmakoTepaneBTMYECKaA rpynna

CenekTuBHble B-agpeHobriokaTopbl.

ATX kon: CO7ABO7

dapmakonormyeckme cBOMNCTBa
®apmakoOuHaMuKa

Buconpornon ABNAeTCS CENEeKTUBHbLIM B1-
agpeHobnokatopoM. He ob6nagaet BHyTpeHHeEN

CUMMNaTOMMMETUYECKOA U KIIMHUYECKM 3HAYMMOW
MeMOpaHoCTabnnmanpyoLLen akTMBHOCTbIO.

OH nokasbiBaeT TONMbKO HWU3KOE CPOACTBO K [2-
peuenTopam rnagkMx Mbllil, GpOHXOB M COCydoB, a
Takke K Bz-peuenTopam, CBA3aHHbIM C perynsauven
meTabonuama. CnepoBaTtenbHo, B uenom,
Guconponon He [AeWcTByeT Ha COMPOTMBIIEHME
AblxaTenbHbIX  NyTen U [B2-onocpedoBaHHbIe
MeTabonuyeckne adpdekTbl. Ero B1-cenekTtMBHOCTb
BbIXOOUT 3a Mnpenersbl anana3oHa TepaneBTUYeCKnX
[03.

Kak n B cnyyae ppyrux [(31-agpeHobroknatopos,

pregelatinized starch, croscarmellose sodium, colloidal
anhydrous silica, magnesium stearate.

Coating: opadry |l 85F24297 (partially hydrolyzed
polyvinyl alcohol, titanium dioxide (E171), macrogol
3350, talc, iron oxide yellow (E172), iron oxide red
(E172)).

Description

Bisotens 5 mg

Beige, round, biconvex film-coated tablets with a break-
line on one side.

The tablet can be divided in 2 equal halves.

Bisotens 10 mg

Brick-red, round, biconvex film-coated tablets.

Pharmacotherapeutic group
B-blocking agents, selective.
ATC code: CO7ABO7

Pharmacological properties

Pharmacodynamics

Bisoprolol is a selective B1-adrenoceptor blocking agent.
It lacks intrinsic sympathomimetic and clinically relevant
membrane stabilizing activity.

It only shows low affinity to the P2-receptors of the
smooth muscles of bronchi and vessels as well as to the
B2-receptors concerned with metabolic regulation.
Therefore, bisoprolol is generally not to be expected to
influence the airway resistance and [(2-mediated
metabolic effects. Its Bi-selectivity extends beyond the
therapeutic dose range.

As with other (1-blocking agents, the method of acting in
hypertension is unclear. However, it is known that
bisoprolol reduces plasma renin activity markedly.
Antianginal mechanism: reduction of heart activity and

jelatinlagdiriimis  qargidal nisastasi, natrium
kroskarmelloza, susuz kolloidal silisium dioksid,
magnezium stearat.

Ortiik: opadri Il 85F24297 (qisman hidrolizeolunmus
polivinil spirti, titan 4-oksid (E171), makrogol 3550,
talk, sari demir oksidi (E172), qirmizi demir oksidi
(E172)).

Tosviri

Bisotens 5 mq

Bej rongli, yumru formali, iki terefi gabariq, bir
torofinde bdlma xeotti hakk olunmus o6rtlikli
tabletlordir.

Tablet iki barabar dozaya bdlinas biler.
Bisotens 10 mq

Karpici-qirmizi  rengli, yumru formali, iki
gabariq, 6rtikli tabletlordir.

torofi

Farmakoterapevtik qrupu
Selektiv B-adrenoblokatorlar.
ATC kodu: CO7AB07

Farmakoloji xiisusiyyatlori

Farmakodinamikasi

Bisoprolol  selektiv  Bi-adrenoblokatordur.  Daxili
simpatomimetik Vo klinik shamiyyatli
membranstabillagdirici faalliga malik deyildir.

O yalniz damarlarin ve bronxlarin saya azslslerinin
B2-reseptorlarina, hamginin maddalar mubadilasinin
tanzimlemasi ile alagali olan 2-reseptorlara zsif
tropluq gdstarir. Muvafiq olaraq tmumilikds bisoprolol
tonafflis yollarinin miqavimatine va B2 ile alagali olan
metabolik effektloro tasir gdstermir. Onun B1-
selektivliyi terapevtik doza diapazonundan kanara
cIxir.

Diger Bs-adrenoblokatorlar kimi, hipertenziya zamani
tesir mexanizmi aydin deyildir. Lakin bisoprololun
plazmada reninin fealligini _nazsragarpan dsracads




MeTon OEeWCTBUS NpU rmnepTeHsun HesiceH. OaHako
M3BECTHO, 4TO Ouconpornon 3amMeTHO CHWXaeT
aKTUBHOCTb peHWHa B niasme.

AHTUaHIMHanNbHbLIA MEXaHU3M: CHUXKEHUE cepaeYHomn
OEeATEeNbHOCTM U YMEeHblueHWe  noTpebneHus
KMCIOpo4a, YTO MPMBOOUT K  YIYYLEHWMIO UMK
NCYE3HOBEHMIO CUMMTOMOB.

Mpn opHOKpaTHOM npveme Yy NaUMEHTOB C
nwemmyeckorn GonesHblo cepaua 6e3 xpoHuyeckown
cepaeyvHon HeaoCTaToMHOCTM BMCoNpPonon CHMXaeT
4YacToTy cepAeydHbIX COKpaLLeHW U yaapHbIi 06bem

W, crnegoBsaTenbHO, CepAedHblii  BbIGPOC U
notpebnenve  kucrnopopa. [pu  gnuTenbHom
NpUMeHeHNM nepBoHavarnbHo NOBbILLIEHHOE

nepugeprmyeckoe ConpoTUBIIEHNE CHUXKAETCS.

Kak n B cnydae pgpyrmx 6eTa-1-6nokupyrowmx
CPeAcCTB, MeTo OENCTBMS NPU TMNEPTEH3MUN HESICEH.
OpgHako wm3BecTHO, 4To Owuconponon 3amMeTHO
CHWXaeT akTUBHOCTb PEHMUHAa B Nnasme.
AHTWaHIMMHaNbHbIA MEXAHU3M: CHUXXEHNE cepaedHon
OEeATEeNbHOCTM U YMEeHblleHWe  NoTpebrnenHus
Kucnopopa, YTO nNPMBOAUT K YHYYLIEHUIO Unn
NCYE3HOBEHUIO CUMMTOMOB.

Mpu opHOKpaTHOM MpUemMe Yy MNaUMEHTOB C
nwemMmyeckon bonesHblo cepaua 6e3 XpoHMYecKom
cepAeyHolr HeaocTaToMHOCTM BMconporon CHMxXaeT
YacToTy CepAeyvyHoro putmMa W yaapHbll 00BbeEM

TakxXe, crnegoBaTteribHO, cep/:l,equuZ Bbl6p00 n
r|0Tpe6neHv|e Knucnoponga. |_|pl/l ANNTENTbHOM
NPUMEHEHNN nepsoHa4asibHO noBbIlLEHHOE

nepudepryeckoe ConpoTUBIEHNE YMEHbLLIAETCS.

B wuccnepmosaHum CIBIS 1ll  (uccnegoBanuss ¢
GuconpononoM  NpuU  XPOHUYECKOW  cepaeyvHOoMn
HegoctaTouHocTM)  6binm uccnegoearnel 1010

nauMeHToB B BO3pacTe =65 feT C XPOHMYECKoWm
CepAevyHon HefoCTaTOMHOCTLIO NErkon u cpeaHen
crenenun Tshkectn (XCH; knacca Il vnm 11l no NYHA)
n dpakumenn Bbidbpoca neBoro xenygodka <35%,
KOTOpble paHee He neynnucb MHrnbutopamm Ao,
B-6bnokatopamu MM GrnokaTopamMu  pPeLIEnToOpoB
aHrmoTeHsumHa. [MaumeHTOB neyunu kombuHauuen

decrease of oxygen consumption, having as result the
improvement or disappearance of symptoms.

In acute administration in patients with coronary heart
disease without chronic heart failure bisoprolol reduces
the heart rate and stroke volume and thus the cardiac
output and oxygen consumption. In  chronic
administration the initially elevated peripheral resistance
decreases.

The CIBIS lll (Cardiac Insufficiency Bisoprolol Study)
trial investigated 1010 patients aged 265 years with mild
to moderate chronic heart failure (CHF; NYHA class Il or
IIl) and left ventricular ejection fraction <35%, who had
not been ftreated previously with ACE inhibitors, B-
blockers or angiotensin receptor blockers. Patients were
treated with a combination of bisoprolol and enalapril for
6 to 24 months after an initial 6 months treatment with
either bisoprolol or enalapril.

There was a trend toward higher frequency of chronic
heart failure worsening when bisoprolol was used as the
initial 6 months treatment. Non inferiority of bisoprolol-
first versus enalapril-first treatment was not proven in the
per-protocol analysis, although the two strategies for
initiation of Congestive heart failure (CHF) treatment
showed a similar rate of the primary combined endpoint
death and hospitalization at study end (32.4% in the
bisoprolol-first group vs 33.1% in the enalapril-first
group, per-protocol population). The study shows that
bisoprolol can also be used in elderly chronic heart
failure patients with mild to moderate disease.
Pharmacokinetics

Absorption

Bisoprolol is well absorbed and has a bioavailability of
about 90% after oral administration.

Distribution

The plasma protein binding of bisoprolol is about 30%.
Therefore there are no interactions with other medicines,
in terms of their displacement from their plasma protein
binding sites. The distribution volume is 3,5 I/kg.
Metabolism and elimination

The half-life in plasma is high: 10-12 hours, which gives
a 24-hour effect after dosing once daily.

asag! salmasi malumdur.

Antianginal mexanizmi: Urak fealiyyatinin azalmasi va
oksigen istifadesinin asadi dismesi, hansi ki
simptomlarin ~ yaxsilasmasina ve ya aradan
galxmasina gatirib ¢ixarir.

Xroniki Urek c¢atismazligi olmayan Urayin isemik
xastaliyi olan pasiyentlerds birdafelik gabul zamani
bisoprolol Grek vurdularinin tezliyini va vurgu hacmini
ve muvafig olaraq Urek yigiimalarini va oksigen
talebatini azaldir. Uzunmuddatli istifadasi zamani
avvelcadan yiksak olan periferik migavimat asagi
dusdar.

CIBIS Il (xroniki Grak ¢atismazlii zamani bisoprolol
iloe tadqgiqat) tadqigatinda =65 yasda yingul ve orta
agirhgh xroniki trak catismaziigi (XUC; Il ve ya lll
sinif NYHA (zra) va sol madaciyin bosalma fraksiyasi
<35% olan vea avvaller ACF inhibitorlari, 3-blokatorlar
va angiotenzin reseptorlarinin blokatorlari ile mualice
olunmayan 1010 pasiyent tadqiq olunmusdur.
Pasiyentlari bisoprolol va ya enalapril ile baslangic 6
ayliq mualicadan sonra 6-24 ay arzinds bisoprolol va
enalapril kombinasiyasi ile mualice etmisdiler.
Bisoprololun baslangic 6 aylig mialice kimi istifadasi
zamani xroniki Urek catismazhdinin kaskinlagmasi
tezliyinin  ylksalmasi  tendensiyasi  musahida
olunmusdur. Protokola miuvafiq analiz zamani
bisoprolol istifadesi ile baslangic muialicenin enalapril
istifadasi ile baslangic mualice ile migayiseds az
tasirli olmasi tasdiglenmemisdir, baxmayaraq ki,
xroniki trek catismazhginin  (XUC) mualicesine
baslamaqg Ugun iki strategiya tadqigatin sonunda
Olim ve hospitalizasiya hallarini 6ziinde birlagdiran
baslangic kombinsolunmus son néqgte tezliyinin
eyniliyini goéstermisdir (32,4% bisoprolol istifadasi ila
baslangic mualica grupu 33,1% enalapril istifadssi ila
baslangic mualica qrupu ile muiqgayisads, ahali
protokoluna miuvafiq olaraq). Tadqgigat gosterir ki,
bisoprolol yungul ve ya orta agirligh xroniki Urak
¢atismazligi olan yasli pasiyentloerds ds istifade oluna
biler.

Farmakokinetikasi
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Ouconpornona w JHananpuna B TeyeHue 6-24
MecsLeB nocrne nepBoHaYanbHOro 6-MecsiyHoro
neyeHus nubo Guconpononom, NGO dHaNanpuUoMm.
Habnioganacb TeHOEHUMA K YBENIMYEHWUO 4acTOTbl
obocTpeHus XPOHUYECKOW cepaeyHon
HeJoCTaToO4YHOCTH npu NCMNonb30BaHNn
Guconponona B kayecTBe nNepBOHa4anbHoro 6-
MecsYHOro nevenus. Npn aHannse B COOTBETCTBUM C
NPOTOKONIOM He Oblna [okasaHa He MeHbluas
3(P(PEKTUBHOCTL  NleYeHMss C nepBOHAYasrbHbIM
ncrnonb3oBaHneM OGuconponona B CPaBHEHUUN C
nepBoHavarnbHbIM  UCNONb30OBaHMEM 3Hananpuna,
XOTS ABe cTpaTerMm Havyana nevYeHnss XpOHUYEeCKon
cepagedHon HepgoctaToyHocTM (XCH)  nokasanu
CXOOHYK 4acToTy MNEepBMYHOM KOMOWMHMPOBAHHOM
KOHEYHOM TOYKM, BKIIIOYAIOLLEN Criydaum CMepTu wu
rocnutanusaummM B KoHue uccneposanus (32,4% B
rpynne Cc nepBOHaYarnbHbIM  UCMOMb30BaHUEM
G6uconponona B cpaBHeHun ¢ 33,1% B rpynne c
nepBoOHaYanbHbIM MCMONb30BaHWEM 3JHananpuna, B
COOTBETCTBUU c NPOTOKOIOM HaceneHus).
MccnegoBaHue nokasbiBaeT, YTO OMCOMPOION MOXET
TakkKe WCMONb30BaTbCA Y MOXWUIMbIX MaUUEHTOB C
XPOHUYECKON cepaeyvHON HeJOCTAaTOYHOCTbLIO Nerkon
W CpeHen CTENEHN TSXKECTU.

®PapmakoKkuHemuka
BcacbieaHue
Buconpornon XOpOoLlo abcopbupyeTcs n

6uogocTynHocTb coctasndetr okorno 90%
nepopanbHoro npuema.

PacnpedeneHue

CessbiBaHMe Owuconporona ¢ 6Genkamy nnasmbl
coctaBnser okono  30%. [loaTtomy  HMKakmx
B3aMMOAENCTBUIA  C  APYTUMU  fleKapCTBEHHbIMU
npenapatamMu, C TOYKM 3PEHUS MX BbLITECHEHWUS B
yyacTke cCBsa3blBaHMS C Oenkamu nnasmbl  He
nmeetca. O6bem pacnpegenenusa cocrtasndet 3,5
n/xkr.

Memabonusm u ebieedeHue

Mepwoa nonysbiBeAEHUA U3 MNa3Mbl BblCOkuiA: 10-12
Yyacos, yTO obecneyunBaet 24-4acoByto

nocne

Bisoprolol is excreted from the body by two routes: 50%
is metabolised by the liver to inactive metabolites which
are excreted by the kidneys, 50% is excreted by the
kidneys in an unmetabolised form. Less than 2% of the
dose is excreted in the faeces.

The pharmacokinetic profile of bisoprolol is linear and
independent of age.

Special population

Since elimination takes place in the kidneys and the liver
to the same extent a dosage adjustment is not required
for patients with impaired liver function or renal
insufficiency. The pharmacokinetics in patients with
stable chronic heart failure and with impaired liver or
renal function has not been studied. In patients with
chronic heart failure (NYHA stage lll) the plasma levels
of bisoprolol are higher and the half-life is prolonged
compared to healthy volunteers. Maximum plasma
concentration at steady state is 64+21 ng/ml at a daily
dose of 10 mg and the half-life is 17+5 hours.

Sorulmasi

Bisoprolol yaxsi sorulur va peroral gabuldan sonra
taxminan 90% biomanimsanilir.

Paylanmasi

Bisoprololun plazma zilallari ile birlesmasi texminan
30% taskil edir. Buna gora de, plazma zulallari ile
birlesma yerlerindan sixisdirilib ¢ixariimasi ndqteyi
nazerinden digar derman preparatlari ile qgasiligh
tasiri movcud deyil. Paylanma hacmi 3,5 I/kq teskil
edir.

Metabolizmi ve xaric olunmasi

Plazmadan yarimpargalanma dévri uzunmuiddatlidir:
10-12 saatdir, bu da, dozanin ginde 1 dafs
gabulundan sonra 24 saatliq tesiri tamin edir.
Bisoprolol organizmdan iki yolla xaric olunur: 50%-i

garaciyarde qeyri-feal metabolitlere metaboliza
olunub  bdyreklerle  xaric olunur, 50%-i ise
deyisiimemis sakilde bdyraklerlea xaric olunur.

Dozanin 2%-den az hissasi organizmdan nacisle
xaric olunur.

Bisoprololun farmakokinetik profili xattidir ve yasdan
asili deyil.

Xtisusi shali

Boyreklar ve (qaraciyerde xaric olunmasi eyni
deracada bas verdiyi tGgln qaraciyar funksiyalarinin
pozulmasi ve ya boyrak c¢atismazli§i olan
pasiyentlerde dozanin korreksiyasi teleb olunmur.
Stabil xroniki Urek catismazligi ve garaciyer ve ya
boyraklerin funksiyalarinin pozulmasi olan
pasiyentlorde farmakokinetika tedqiq olunmamisdir.
Saglam konullilerle  miqayisaede  xroniki  Urak
catismazligr (Il sinif NYHA Uzra) olan pasiyentlerda
bisoprololun plazmada saviyyasi daha yiksakdir,
yarimxaricolunma muddsti ise daha uzundur. Stabil
vaziyystds plazmada maksimal gatiliq gundalik doza
10 mqg oldugda 64121 ng/ml teskil edir,
yarimxaricolunma vaxti ise 1715 saat tagkil edir.
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3EKTUBHOCTL MNOcne npuemMa Ao03bl 0OguMH pas B
OeHb.

Buconporon BbIBOAUTCA W3 opraHusma [OBymsi
nytamm: 50% meTabonusupyetcss B MNEYEHU C
obpa3oBaHMEM  HEaKTUBHbIX  MeTabonutoB 1

BblBOAMUTCA nodvkamu, 50% BbIBOAATCA MoYkamMu B
HensmeHeHHOM Buae. MeHee 2% [03bl BbIBOAUTCA
13 opraHmsma c cekanmsimu.

dapmakokMHeTUYeckuin — npodunb  Guconponona
SABNAETCA NMMHENHON M He 3aBMCUT OT BO3pacTa
Ocobas nonynayus

[ns nauMeHTOB C HapyleHUsiMM (pyHKUUU NeYeHu
WM NOYEYHOW HeJOCTaTOYHOCTLIO KOppeKuMs 003bl
He TpebyeTcs, MOCKOMbKY BbIBEAEHME B MOYKax M
MeyeHNn nPOUCXOAUT B  OLMHAKOBOW  CTEMNEHM.
dapMaKOKMHETMKA Yy MauUWEHTOB CO CTabunbHON
XPOHUYECKON CepAeyYHON HedoCTaTOYHOCTBIO U C
HapyweHnsaMun yHKUMW MNeYeHW WM MOo4YeK He
n3yvyanacok. Y nalMeHTOB C XpOHUYECKOW cepaeyHom
HepgocTtaTouHocThio (knacc [l no NYHA) ypoBeHb
Ouconpornona B MnasMe BbllWe, a nepuos
nonyBbIBEAEHUS YBENMYMBAETCA MO CPABHEHUIO CO
3[0,0pPOBbLIMU pobposonbLamu. MakcmumanbHas
KOHLIeHTpauusa B nnasMe B CTabuUrbHOM COCTOSIHUU
cocTtaBnsaet 64121 Hr/mn npu cytodHon gose 10 wr,
a nepuop nonyebiBeeHUs coctasnseT 17+5 yacos.

Moka3aHWA K NPUMEHEHUI0

- ApTepuanbHas runepTeHsuns;

- CTEeHOKapAus;

- ctabunbHas XpoHU4yeckas cepaeyHasi
HEeJOCTaTOYHOCTb CO CHWXEHHOW CUCTOSNTMYECKOW
yHKUMEN neBOro >enygodka B [AOMNOMHEHUMU K
nHrnbutopam AlN®, guypetvkam u, B HEKOTOPbIX

cnyyasix, cepAeyHbIM rmmko3vaam (cm.
JOMNOMHUTENbHYIO  MHopmauuo B pasgene
«DapmakoOUHaMUKa»).

BucoTeHc pekomMmeHayeTca ona nevYeHna B3pocCriblix.

npOTMBOHOKGSGHMﬂ
- [oBbiweHHas YYBCTBUTEJNIbHOCTb K aKTUBHOMY

Indications for use

- Arterial hypertension;

- angina pectoris;

- stable chronic heart failure with reduced systolic left
ventricular function in addition to ACE inhibitors, and
diuretics, and optionally cardiac glycosides (for
additional information see section
«Pharmacodynamicsy).

Bisotens is recommended for the treatment of adults.

Contraindications
- Hypersensitivity to the active substance or to any other

istifadesina gostariglar

- Arterial hipertenziya;

- stenokardiya;

- ACF inhibitorlarina, diuretiklora ve bazi hallarda

Urek qlikozidlerine salave olaraq sol madaciyin
zoiflomis sistolik funksiyali stabil xroniki Grek
gatismazligi (elave malumat agln

«Farmakodinamika» bolmasina bax).
Bisotens boyuklarin mulalicesi Gguin tévsiys olunur.

Oks gostariglar
- Tesiredici maddeya ve ya preparatin har hansi




BEWeEeCTBY unu K nobomy [ApyroMy KOMMOHEHTY
npenaparTa;

- OCTpas cepAeyHasi HegoCcTaTouHOCTb WM BO
BpeMS MPUCTYMOB [JEKOMMEHCALMN  CcepaeyHown
He4OoCTaTOYHOCTH, TpebytoLmx npoBefeHus
BHYTPMBEHHOW MHOTPOMHOW Tepanuu;

- KapAWOTrEHHbIN LLOK;

- AB 6nokaga Il unum 1l cteneHuy;

- CMHAPOM cNabocTn CUHYCOBOIO y3na;

- CUHoaTpuanbHas 6rokaaa;

- rMnotoHusa  (cuctonmyeckoe
nasneHne <100 Mm. pT.CT.);

- Opagukapamst (YactoTa cepaeudHbiX COKpalleHuin
<60 ya./MuH.);

- Taxenble dOpMbl OGPOHXMANbHOW aCTMbl
XPOHWYECKON 0OCTPYKTUBHOWM OONE3HN NETKUX;
- OKKIO3MOHHOe 3aboneBaHve nepudepnuyecknx
apTepuin n cnHapom PeiHo;

- HeneyeHHas eoXpoOMOLMTOMa;

- MmeTabonnyeckun aumaos.

apTepuarnbHoe

nnn

Ocobble ykazaHusi U Mepbl NPeaOCTOPOXHOCTH
JleyeHne cTabUNBLHOM XPOHWYECKOM CcepaedHomn
HeJoCTaTO4YHOCTH Buconpornonom cnegyet
HauyMHaTb CO crneumarnbHon dasbl TUTPOBAHUS (CM.
pasgen «Crnocob npumeHeHuUs1 U Q03b1»).

Ecnu yeTko He yka3daHo, He criegyeT npekpaliaTb
neyeHne OUCONPONONOM BHE3aMHO, OCOOEHHO Y
naumMeHToB C wullemMuyeckon OonesHbl cepaua,
MOCKOSIbKY 3TO MOXET MPUBECTU K YXYOLWEHUO
KMMHWYEeCKoro cocTosiHua (cM. pasgen «Criocob
MPUMEHEHUST U O03bI»).

Hayano u npekpalleHne neyeHus Ouconpornonom
TpebyeT perynsipHoro MOHMTOPWHra.

HeT TepaneBTUYECKOro OnbiTa NeYEeHUsi cepaeyHomn
HeJoCTaTOYHOCTN BUCOMPONONOM Yy MauueHToB €O
cneayoowmmMmn 3aboneBaHnsIMmN U COCTOSHUSMMU:

- UHCYNMHO3aBUCUMBIN caxapHbivi anabeT (I Tuna);

- TSXKenoe HapyLlleHue yHKLUN NOYeK;

- TShKenoe HapylleHne OyHKUMN NeYeHu;

- PECTPUKTUBHASA KapaMoMuonaTus;

component of the preparation;

- acute heart failure or during episodes of heart failure
decompensation requiring IV inotropic therapy;

- cardiogenic shock;

- Il or 1l degree AV block;

- sick sinus syndrome;

- sinoatrial block;

- hypotension (systolic blood pressure <100 mm Hg);

- bradycardia (heart rate <60 beats/minute);

- severe bronchial asthma or severe chronic obstructive
pulmonary disease;

- peripheral arterial occlusive disease and Raynaud's
syndrome;

- untreated phaeochromocytoma;

- metabolic acidosis.

Special warnings and precautions for use

The treatment of stable chronic heart failure with
bisoprolol has to be initiated with a special titration
phase (see section «Method of administration and
dosage»).

Especially in patients with ischaemic heart disease the
cessation of therapy with bisoprolol must not be done
abruptly unless clearly indicated, because this may lead
to worsening of clinical condition (see section «Method
of administration and dosage»).

The initiation and cessation of treatment with bisoprolol
necessitates regular monitoring.

There is no therapeutic experience of bisoprolol
treatment of heart failure in patients with the following
diseases and conditions:

- insulin dependent diabetes mellitus (type I);

- severely impaired renal function;

- severely impaired hepatic function;

- restrictive cardiomyopathy;

- congenital heart disease;

diger komponentina qarsi yiksak hassasliq;

- keskin Urek catismazhdi ve ya venadaxili inotrop
mualice  teleb  edan urek  gatismazliginin
dekompensasiyasi tutmalari zamani;

- kardiogen sok;

- Il va ya lll daracali AV blokada;

- sinus diyUndndn zsifliyi sindromu;

- sinoatrial blokada;

- hipotenziya (sistolik arterial tezyiq <100 mm. c.s.);

- bradikardiya (Urak yigilmalarinin tezliyi <60
vur/daq);

- bronxial astmanin ve ya agciyarin xroniki obstruktiv
xastaliyinin agir formalari;

- periferik arteriyalarin okklyuzion xastayi ve Reyno
sindromu;

- mialice olunmamis feoxromositoma;

- metabolik asidoz.

Xiisusi gostoriglor va ehtiyat tadbirlari

Stabil xroniki Urek c¢atismazhiginin bisoprolol ile
mualicasini xUsusi titleme fazasi ile baslanmaq
lazimdir («Istifade qaydasi ve dozasi» bdlmesine
bax).

Xususan Urayin isemik xastaliyi olan pasiyentlords,
ager daqiq geyd olunmayibsa, bisoprolol ile mualice
gaefilden dayandirilmamalhdir, ¢lnki bu klinik
vaziyystin agirlasmasina gatirib gixara biler («/stifade
gaydasi ve dozasi» bdlmasina bax).

Bisoprolol ilo mualicenin basladiimasi Vo
dayandirilmasi mintazam monitoring taleb edir.
Asagidaki xostaliklor  va  veziyystlor  olan
pasiyentlarde Urek c¢atismazliginin bisoprolol ile
mualicasinda terapevtik tocriibs yoxdur:

- insulindan asili sekarli diabet (I tip);

- boyraklerin funksiyasinin agir pozulmasi;

- qaraciyer funksiyasinin agir pozulmasi;

- restriktiv kardiomiopatiya;

- anadangealmsa Urak qlisuru;




- BPOXAEHHbIN MOPOK cepaua;

- FEMOAMHAMMNYECKN 3HAYUMbIA OPraHUYECKUA NMOPOK
KnanaHa;

- MH(apKT MUOKapaa, pasBMBLUMACA B TeyeHue 3
MecsiLiEB.

Buconponon crnegyeT NpUHMMaTb C OCTOPOXHOCTbIO
npu:

- OpoHxocnasm (6poHxnanbHas acTtma,
0BCTPYKTVBHBIE 3ab0neBaHMsA AbIXxaTenbHbIX MyTER);
- caxapHbli  guabeT co  3HAYUTENbHbLIMU
KonebGaHUsIMM YPOBHS TTOKO3bl B KPOBMW; CUMMTOMbI
TMMNOrNUKEMUN (Hanpwuwmep, Taxukapaus,
cepauebuenne mnu noTtooTaeneHne) moryt ObiTb
3aMacKMpoBaHbl;

- cTporas aueTa;

- npogosmkatoLasncs AeceHcmbunuanpyoast
Tepanus. Kak 1 B cnydae ¢ gpyrumum 3-6nokatopamu,
Guconponon MOXeT noBbIWaTb Kak
YYBCTBMTENBHOCTL K ansfiepreHam, Tak e 1 TSHKeCTb
aHaunakTnyeckumx peakumn. JleueHune
afjpeHanvHoOM He Bcerga MOXeT [aTb OXuaaembli
TepaneBTUYeCcKMn addexT.

- AV bnokapga | ctenenu;

- cTeHokapaus MNMpuHuMeTana;

- OKKIMIO3NOHHasi 6onesHb nepudepmnyeckux apTepumn
(obocTpeHne  CMMNTOMOB  OCODEHHO  MOXeET
BO3HUKHYTb NPV Ha4ane Tepanun);

- obasn aHecTesus.

HecmoTpsa Ha TO, 4TO KapamocenekTusHble (B1) B-
GrokaTtopbl MOryT OKa3blBaTb MEHbLUEE BMMSHWE Ha
YHKLUMIO NErkMX NO CPaBHEHUIO C HECENEKTUBHBLIMU
B-agpeHobnokaTtopamu, kak n Bcex [3-6rokatopos,
cnegyet u3beratb UX MPUMEHEHUS, Y NaLMEHTOB C
OGCTPYKTMBHbIMM  3a0oneBaHUsMM  OblXaTenbHbIX
nyTen, eCNN HET BECOMbIX KIMHUYECKUX MPUYMH ONs
nX NpUMeHeHnsi. Ecnn ecTb Takne NpuYnHbLI, MOXHO
npuMeHsaTb  BUcoTeHC € OCTOpPOXHOCTbHO. Y
NauMeHToB C OOCTPYKTUBHbIMKM 3aboneBaHUsMU
OblXaTenbHbIX MNyTern rnedveHne GMCONPOONOM
cnegyeTt HauMHaTb C  CaMOW HU3KOW BO3MOXHOW
003bl, a nauuMeHTbl [OMKHbl ObiTb  TUWATENbHO

- haemodynamically significant organic valvular disease;
- myocardial infarction within 3 months.

Bisoprolol must be used with caution in:

- bronchospasm (bronchial asthma, obstructive airways
diseases);

- diabetes mellitus with large fluctuations in blood
glucose values; symptoms of hypoglycaemia (e.g.
tachycardia, palpitations or sweating) can be masked;

- strict fasting;

- ongoing desensitisation therapy. As with other Pa-
blockers, bisoprolol may increase both the sensitivity
towards allergens and the severity of anaphylactic
reactions. Epinephrine treatment may not always vyield
the expected therapeutic effect.

- first degree AV block;

- Prinzmetal's angina;

- peripheral arterial occlusive disease (aggravation of
symptoms may occur especially when starting therapy);

- general anaesthesia.

Although cardioselective (1) B-blockers may have less
effect on lung function than non-selective B-blockers, as
with all B-blockers, these should be avoided in patients
with obstructive airways diseases, unless there are
compelling clinical reasons for their use. Where such
reasons exist, Bisotens may be used with caution. In
patients with obstructive airways diseases, the treatment
with bisoprolol should be started at the lowest possible
dose and patients should be carefully monitored for new
symptoms (e.g. dyspnoea, exercise intolerance, cough).
In  bronchial asthma or other chronic obstructive
pulmonary diseases, which may cause symptoms,
concomitant bronchodilating therapy is recommended.
Occasionally an increase of the airway resistance may
occur in patients with asthma, therefore the dose of 32-
stimulants may have to be increased.

Combination of bisoprolol with calcium antagonists of
the verapamil or diltiazem type, with Class |
antiarrhythmic  drugs and with centrally acting
antihypertensive drugs is generally not recommended
(for details please refer to section «Interaction with other
medicinal products»).

- hemodinamik shamiyyatli Gizvi gapaq qusuru;

- 3 ay arzinds inkisaf edan miokard infarkti.

Bisoprolol ehtiyatla istifade olunmalidir:

- bronxospazm (bronxial astma, tensffiis yollarinin
obstruktiv xastaliklari);

- qganda (qglikoza saviyyasinin nazaragarpan
dayisikliklari ile migsayiet olunan gsakarli diabet,
hipoglikemiya simptomlari (masalen, taxikardiya,
Urak doylinmasi va ya tar ifrazi) maskalana bilar;

- ciddi pahriz;

- davam edan desensibilizasiyaedici terapiya. Diger
B-blokatorlarda oldugu kimi, bisoprolol allergenlara
garsl hassasligi artirdigi kimi, anafilaktik
reaksiyalarin agirhdgini da artira biler. Adrenalin ila
mualice haemisa gdzlenilan tesiri vermaya biler.

- | deracali AV blokada;

- Prinsmetal stenokardiyasi;

- periferik  arteriyalarin
(simptomlarin  keskinlagmasi
baslangicinda bas vera bilar);
- Umumi anesteziya.
Baxmayaraq ki, qeyri-selektiv  B-blokatorlarla
mugayisede  kardioselektiv  (B1)  B-blokatorlar
agciyarlarin funksiyasina daha az tasir gostera biler,
bitin B-blokatorlarda oldugu kimi ager istifadasina
vacib kliniki sabab yoxdursa, tenasffis yollarinin
obstruktiv xastalikleri olan pasiyentlarde onlarin
istifadesindan gakinmak lazimdir. ©ger bels sabablar
olarsa, Bisotensi ehtiyatla istifade etmak olar.
Tenaffiis  yollarinin  obstruktiv  xastaliklori  olan
pasiyentlarda bisoprolol ile mualiceni mumkin an
asagl doza ile baglamaq lazimdir, pasiyentler ise yeni
simptomlarin (masslan, tangnafaslik, fiziki
yuklanmaya qarsl dozimsuzlik, oskurak)
yaranmasina gora hartorafli izlenmalidirlar.
Simptomlari yarada bilocek bronxial astma ve ya
tonaffliis yollarinin diger xroniki xastelikleri zamani
yanagl bronxodilatasiyaedici muialice maslahat
gorulir. Bazan astma olan pasiyentlorde tenaffis
yollarinin rezistentliyi arta biler, ona gére ds, [2-
stimulyatorlarin _dozasinin artiriimasi tsleb oluna

okkllizion  xastaliyi
xdsusan mualicanin




KOHTPONMPOBAaTbLCA Ha HanmuMyMe HOBbIX CUMNTOMOB
(Hanpwumep, oAbILLKa, HenepeHoCMMOCTb
PU3nYECKMX Harpy3ok, kawensb). MNpn 6GpoHxmansHON
acTMe Wnu Jpyrmx XPOHUYECKMX OBCTPYKTUBHBIX
3aboneBaHusIX nerkux, KoTopble MOryT BbI3blBaTb

CUMMTOMBI, pekoMeHayeTcs conyTcTByloLLas
OGpoHxoaunaTvpylollas  Tepanus. WHorpa v
nauMeHToB C acTMOM MoOXeT HabnwogaTbca

MOBbILUEHUSA PE3UCTEHTHOCTU [ObIXaTENbHbIX NyTEW,
noaToMy MoOXeT noTpeboBaTbCsl yBenuMdeHue [03bl
B2-CTUMYNATOPOB.

KombuHaumss  Ouconponona C  aHTaroHMcTammu
KanbuuWsi Tuna Bepanamuna unu guntuasema, ¢
aHTUapuTMU4eckummn npenapatamu | knacca u ¢
aHTUrMNEepPTEeH3MBHLIMK NpenapaTamyn LeHTpanbHOro
OEWCTBUSA, KaKk [MpaBuIio, He peKoMeHOyeTcs
(nogpobHocTM cMm. B pasgene «Bsaumodelicmsue ¢
Opyaumu fieKkapCcmeeHHbIMU cpedcmeamu).
MaumeHtam c ncopuasom criegyeT HasHayaTb
Guconponon TONbKO nocne TWaTenbHoro
B3BELLUMBAHUSA COOTHOLLEHMS MOMb3bl U pUcKa.
MaumeHtam C eoxpoMouMTOMOM He criegyet
HasHa4aTb GMconponon 4o a-peuenTopoB.
CvmMnToMBlI TMPEOTOKCUKO3a MoryT
3amMacKMpoBaHbl Npu Nie4YeHnyn BMconpononom.
Y naumeHTOB, noaBeprawwmxcsa obLler aHecTesnu,
B-6bnokaga CHwkaeT 4acToTy apuTMUA KM UWeMun
MUOKapga BO Bpems WMHOYKUMW U UHTYOauuun, a
Takke B  MOcreonepauuoHHbIn  nepuog. B
HacTosilllee BpPEMS PEeKOMEeHAyeTCs MNPOAOIDKEHNE
nogaepxusatoLlen B-6nokagbl BO BpeEMs onepauum.
AHecTe3nonor [omkeH OblTb OCBeAOMIIEH O fB-
6rnokage no npuyvHe noTeHumanbHbIX
B3aMMOAENCTBUIA  C  APYTUMU  NleKapCTBEHHbIMY

ObITb

BellecTBaMu, 4TO npuBOAUT K Opagnaputmmnsm,
ocnabneHuto  pedneKkTopHOM  Taxukapaum U
CHUXEHMIO pedriekTopHON crnocobHocTn K
KoMneHcaumn noTepu kpoBu. Ecnm cuutaeTtca

HeobxoaMMbIM NpekpaTuTb Tepanuio 3-6riokatopamum
A0 onepauuu, 3TO [OMKHO ObiTb nNpoBeAeHO
MOCTENEHHO W 3aBepLIEHO NpUMepPHO 3a 48 Yacos A0

Patients with psoriasis should only be given bisoprolol
after a careful balancing of benefits against risks.

In patients with phaeochromocytoma bisoprolol must not
be administered until after a-receptor blockade.

The symptoms of thyrotoxicosis may be masked under
treatment with bisoprolol.

In patients undergoing general anaesthesia B-blockade
reduces the incidence of arrhythmias and myocardial
ischemia during induction and intubation, and the post-
operative period. It is currently recommended that
maintenance of [(-blockade be continued peri-
operatively. The anaesthetist must be aware of [-
blockade because of the potential for interactions with
other medicinal substances, resulting in
bradyarrhythmias, attenuation of reflex tachycardia, and
decreased reflex ability to compensate for blood loss. If
it is thought necessary to withdraw B-blocker therapy
before surgery, this should be done gradually and
completed about 48 hours before anaesthesia,
considering that this time is sufficient for the recurrence
of the sensitivity to catecholamines.

In case of administration in sportsmen, the fact that
bisoprolol may cause positive results of anti-doping tests
should be considered.

bilor.

Bisoprololun verapamil ve ya diltiazem tipli kalsium
antaqonistleri, | sinif aritmiya sleyhina preparatlar va
markazi tosirli antihipertenziv preparatlarla
kombinasiyasi bir qayda olaraq maslehat gorilmdar.
(etrafli melumat Uglin «Diger derman vasiteleri ilo
qarsihgl tasiri» bélmasina bax).

Psoriaz olan pasiyentlara bisoprololu yalniz fayda ve
risk nisbati diqgetle dayarlandirildikden sonra tayin
etmak lazimdir.

Feoxromositoma olan pasiyentlare bisoprolol a-
reseptorlarin blokadasina gadar tayin olunmamalidir.
Bisoprolol ile mualice zamani tireotoksikoz
simptomlari maskalana biler.

Umumi anesteziyaya meruz qalan pasiyentlerde B-
blokada induksiya ve intubasiya zamani, hamginin
amaliyyatdan sonraki dévrde aritmiya ve miokard
isemiyasinin tezliyini asagi salir. Hazirki doévrde
amaliyyat zamani [-blokadanin dasteklanmasinin
davam etdiriimasi maslehat gorilir Anestezioloq
bradiaritmiya, reflektor taxikardiyanin zsiflemasina va
gan itkisinin  reflektor  kompensasiya etma
gabiliyyetinin asagi dismesina getirib ¢ixara bilan
digaer derman maddaslari il potensial garsiligh tesiri
sababinden [B-blokada barede malumatli olmalidir.
Oger ameliyyata qader [B-blokatorlar ile mualiceni
dayandirmagq lazimdirsa, bu tedricen ve anesteziyaya
texminan 48 saat qalmis yerina yetiriimalidir, nazers
alaraq ki, bu vaxt katexolaminlere qargi hassashgin
barpasina kifayst edacakdir.

Bisoprololun idmangilarda istifadasi zamanl
bisoprololun doping soleyhina sinaglarin miusbat
naticelerine sabab olmasi faktini nezera almaq
lazimdir.




aHecTe3uu, yuuTblBasi, 4YTO 3TO Bpems OyaeT
[OCTaTO4HO ans BOCCTaHOBIEHMS
YYBCTBUTENBHOCTM K KaTexonamuHam.

B cnyyae npumeHeHust  Guconporiona y
CNOpTCMEHOB, credyeT yuuTblBaTb TOT (PaKT, 4TO
Ouconporion  MOXeT Bbi3BaTb MONOXUTENbHbIE
pesynbTaTbl aHTUAOMNMHIOBbLIX TECTOB.

BsaumopgencTteme ¢ ApyrMMu neKkapCTBEHHbIMM
cpencrBamm

He pekomeHdyembie komMbuHayuu

- AHmazoHuUcmbl KanbUyusi muna eepanamusna u 8
MeHbwel cmeneHU muna dunmuasema: YCUnmBaroT
oTpuuaTenbHble WHOTPOMHbIE W OPOMOTPOMHbIE
aencteusa. BHyTpuBeHHOE BBedeHVe Bepanamuna
nauueHTam, nosny4arwLmm nedvyeHne B-6rnokatopamu,
MOXET MPUBECTU K BbIPaXEHHOW rMnoTeHsum n AB
onokapge.

- AHmMuaunepmeH3u8HbIe npenapamal
ueHmparnbHo20 Oelicmeus (Harpumep, KIOHUOUH,
memurndoghba, MOKCOHUOUH, pUTMEHUOUH)

OQHOBpPEMEHHBI ~ NPUEM  aHTUTMMNEPTEH3NBHbIX
npenapatoB  LEHTpanbHOro  AeWCTBUS  MOXeT
OOMONHUTENBHO CHU3UTb LeHTpanbHbIN
CUMMNAaTUYECKMN  TOHYC  (CHWXEHWe  4acToThl
cepdeyHoro putmMa M cepaevyHoro  Bblbpoca,
Basogunartaumsi). Peskas oTmMeHa npenapaTa,
ocobeHHO [O0 MpPMOCTOHAaBneHus npuvema  [3-

6rnokatopa, MOXeT YBENUYUTb PUCK «PUKOLLETHON
TMNepTEH3UNY.

- AHmuapummuyeckue npenapamsi Knacca |
(Hanpumep, xuHUOuH, dAu3onupamud, UGOKaUH,
geHumouH, ghriekauHuod, npornagheHoH)

BnusHne Ha Bpema AB npoBoguMMoCcTM MOXeET
ycunmeaTbCs, a  oOTpuuaTtenbHOe  MHOTPOMHOE
BINUSIHNE MOBbLICUTLCS.

KombuHayuu, komopbie crnedyem rpuMeHsimb ¢
OCMOPOKHOCMbIO

- AHmazoHucmbl Kanbyus muna OuaudponupuduHa
(Hanpumep, HughedurnuH, amaoounuH, enoounuH):
OLHOBPEMEHHLIN MPUEM MOXET YBENUYUTb PUCK

Interaction with other medicinal products
Combinations not recommended

- Calcium antagonists of the verapamil type and to a
lesser extent of the diltiazem type: potentiate the
negative inotropic and dromotropic effects. Intravenous
administration of verapamil in patients on B-blocker
treatment may lead to profound hypotension and AV
block.

- Centrally acting antihypertensive drugs (e.g. clonidine,
methyldopha, moxonidine, riimenidine)

Concomitant use of centrally acting antihypertensive
drugs may further decrease the central sympathetic
tonus (reduction of heart rate and cardiac output,
vasodilation). Abrupt withdrawal, particularly if prior to -
blocker discontinuation, may increase risk of «rebound

hypertension».
- Class-I antiarrhythmic drugs (e.g. quinidine,
disopyramide, lidocaine, phenytoin, flecainide,
propafenone)

Effect on AV conduction time may be potentiated and
negative inotropic effect increased.

Combinations to be used with caution

- Calcium antagonists of the dihydropyridine type (e.g.
nifedipine, amlodipine, felodipine): concomitant use may
increase the risk of hypotension, and an increase in the
risk of a further deterioration of the ventricular pump
function in patients with heart failure cannot be
excluded.

- Class-Ill antiarrhythmic drugs (e.qg. amiodarone): may
determine the increase of atrial conduction time.

- Topical B-blockers (e.g. eye drops for glaucoma
treatment): may add to the systemic effects of bisoprolol.
- Parasympathomimetic drugs: concomitant use may

Digar darman vasitalari ile qarsiliqh tesiri
Maslahat olunmayan kombinasiyalar

- Kalsium antaqonistlari verapamil tipi ve az dereceadea
diltiazem tipi: menfi inotrop ve dromotrop tesirleri
guclandirir. B-blokatorlarla mualice olunan
pasiyentlere  verapamilin venadaxili yeridilmasi
nazeragarpan hipotenziya ve AV blokadaya gatirib
¢ixara bilar.

- Merkozi tesirli antihipertenziv preparatlar (masealon,
klonidin, metildofa, moksonidin, rilmenidin)

Markoezi tesirli antihipertenziv preparatlarin eyni
zamanda istifadesi alave olaraq merkazi simpatik
tonusu asagi sala biler (Urek ritminin ve (rek
yigiimalarinin tezliyinin azalmasi, vazodilatasiya).
Preparatin qofilden kasilmasi, esasen do, pB-
blokatorun gabulundan avval «rikoget hipertenziya»
riskini artira biler:

- | sinif aritmiya eleyhina preparatlar (masalan,
xinidin, dizopiramid, lidokain, fenitoin, flekainid,
propafenon)

AV kegiricilik muddatine tesiri gliclana biler, manfi
inotrop tasir ise arta biler.

Ehtiyatla istifade olunmali kombinasiyalar

- Kalsium antaqonistleri dihidropiridin tipi (measalen,
nifedipin, amlodipin, felodipin): eyni zamanda
istifadesi hipotenziya riskini artira biler ve Urak
catismazligi olan pasiyentloerde madaciklarin nasos
funksiyasinin daha da pislegsmasi riskinin artmasi
istisna edile bilmaz.

- Aritmiya eleyhina preparatlar Il sinif (measealon,
amiodaron): qulaqciq kegiriciliyi miiddatinin artmasini
muayyan eds biler.

- Yerli tosirli B-blokatorlar (masalan, qlaukoma




pasBUTUS  TUMOTOHUKU, U  HEeNb3s  UCKIIOYMTb
MOBbILUEHWE  pWUCKa  JanbHEMWEero  yxyalweHust
HAacCOCHOM (YHKUUKN >KEenydo4vykoB Yy MauUEHTOB C
cepAeyvHOn HeAOCTaTOYHOCThHO.

- AHmuapummudeckue npenapamsi Knacca |l
(Hanpumep, amuodapoH):  MOryT  onpegensTb
yBENUYEHNE BPEMEHUN NPELCEPLHOM NPOBOOUMOCTMU.
- MecmHodelicmesyrowue B-6rnokamopbi (Hanpumep,
rmasHble Kannu Ansg feyeHus rnaykoMmbl): MoryT
ycunmeaTb cucTeMHble addekTbl Bruconpornona.

- lNapacumnamomumemuyeckue rpenapamai:
OLHOBPEMEHHbLIN MPUEM MOXET YBENUYUTL BPEMS
AB npoBogMmMocTu 1 puck bpagvkapaun.

- UHcynuH u rnepoparibHbie
npomusoduabemuyeckue npenapamsl; NOBbILLEHNE
OENCTBUSA CHWKEHWUs] YPOBHSA caxapa B KpoBW; [3-

6GnokaTopsbl MOryT  MackupoBaTb  CUMMTOMbI
(Taxvkapaws, MoBbILLEHNE apTepuvanbHoOro
OaBIeHNs1) TMNornmMKeMUN.

- AHecmemuku: ocrnabneHue  pedrieKTopHON
TaxMkapauMm M MNOBbILWEHWE pucka PpasBUTUSA
rTMNOTEH3UN. (p,]'lﬂ nony4yeHus ,D,OI'IOJ'IHI/ITGJ'IbHOVI
nHdopmaumm o6 oblwen aHecTe3um CM. Takke
pasgen «Ocobnble yKasaHusi u mepbl
rnpedocmopoXxXHOCMuU»).

- Nuko3udbl HarnepcmsHKU: YCUNNBAKOT CHUXEHWe
YacTOTbl CEPAEYHbIX COKpalleHUNn, yBenMuMBaroT
Bpemsi AB npoBoguMocCTH.
- [lpoussodHble apeomamuHa:
rMNOTEH3UBHbIN 3P dEKT.

MOIyT CHWXaTb

- HecmepoudHbie npomusoeocrnanumesibHbie
fnpenapambel;  MOTYT  CHWXKaTb  MNOTEH3UBHbIN
adhekT.

- B-cumnamomumemuku (Harmpumep, U30npeHarsiuH,
0obymamuH): koMOMHaums ¢ GUconpononom MoxeT
CHU3UTb AencTBue obonx BeLLecCTB.

- CumnamomumMemuKu, Komopble akmugupyrom a- u
B-adpeHopeuyenmopbl (Hanpumep, HopadpeHaruH,
alpeHasnuH): koMbuHaumst ¢ GUConpononIoM MoxeT
MacKuMpoBaTb Ba30KOHCTPUKTOPHbIE 3dpeKkTbl 3TUX
cpeacTs, onocpeoBaHHbIX anbda-

increase AV conduction time and the risk of bradycardia.
- Insulin and oral antidiabetic drugs: increase of blood
sugar lowering effect; [B-blockers may mask the
symptoms (tachycardia, high blood pressure) of
hypoglycaemia.

- Anaesthetic agents: attenuation of the reflex
tachycardia and increase of the risk of hypotension (for
further information on general anaesthesia see also
section «Special warnings and precautions for use»).

- Digitalis glycosides: potentiate the reduction of heart
rate, and the increase of the AV conduction time.

- Ergotamine derivatives: may reduce the hypotensive
effect.

- Non-steroidal anti-inflammatory drugs: may reduce the
hypotensive effect.

- B-sympathomimetic agents (e.g. isoprenaline,
dobutamine): combination with bisoprolol may reduce
the effect of both agents.

- Sympathomimetics that activate both a- and -
adrenoceptors  (e.qg. noradrenaline, adrenaline):
combination with bisoprolol may unmask the alpha-
adrenoceptor-mediated vasoconstrictor effects of these
agents leading to blood pressure increase and
exacerbated intermittent claudication. Such interactions
are considered to be more likely with nonselective [3-
blockers.

- Concomitant use with antihypertensive agents as well
as with other substances with blood pressure lowering
potential (e.g. tricyclic antidepressants, barbiturates,
phenothiazines): may increase the risk of hypotension.

- Rifampicin: may determine slight reduction of the half-
life of bisoprolol probably due to the enzyme induction
effect but without making necessary a dosage
adjustment.

Combinations to be considered

- Mefloquine: increased risk of bradycardia.

- Monoamine oxidase inhibitors (except MAO-B
inhibitors): enhanced hypotensive effect of the -
blockers but also risk for hypertensive crisis.

mualicesi Ugliin g6z damcilari): bisoprololun sistem
tasirlerini guclandire bilar.

- Parasimpatomimetik preparatlar. eyni zamanda
istifadasi AV kegiriciliyin vaxtini ve bradikardiya riskini
artira biler.

- Insulin ve peroral diabet sleyhine preparatlar. qanda
sokarin saviyyasinin azalmasi tasirinin yuksalmasi; -
blokatorlar hipoqglikemiyanin simptomlarini
(taxikardiya, arterial tazyigin artmasi) gizladae bilerlar.

- Anestetiklor. reflektor taxikardiyanin zsiflomasi va
arterial hipotenziyanin inkisaf riskinin artmasi.
(mumi anesteziya barads slave melumat Ugln,
hamginin, «Xlisusi gdsterislor ve ehtiyat tedbirlari»
bdélmasins bax).

- Uskiikotu glikozidleri: (irek yigiimalarinin tezliyinin
azalmasini guclandirir, AV Kkegiriciliyin muddatini
artirir.

- Erqotamin téremelari: hipotenziv tasiri azalda biler.

- Qeyri-steroid iltihab aleyhine preparatlar: hipotenziv
tosiri azalda biler.

- B-simpatomimetikler = (measealon, izoprenalin,
dobutamin): bisoprolol il kombinasiya her iki
maddaenin tesirini azalda biler.

- a- vo B-adrenoreseptorlarin her ikisini aktivlesdiren
simpatomimetiklor (masalen, noradrenalin,
adrenalin): bisoprolol ile kombinasiyasi bu vasitelerin
arterial tazyiqin ylksalmasina va kaskinlagan araligl
axsagliga getirib g¢ixaran alfa-adrenoreseptorlarla
alagadar olan vazokonstriktor tasirlarini gizleds bilar.
Bela qarsiigh tesir daha c¢ox qeyri-selektiv [3-
blokatorlarla ehtimal olunur.

- Antihipertenziv maddoalarle, elace de arterial toezyiqi
asagi salma potensiall olan diger derman maddalari
ile (mesalon, trisiklik antidepressantlar, barbituratlar,
fenotiazinlor) eyni zamanda istifadssi: hipotenziya
riskini artira bilar.

- Rifampisin: dozanin  korreksiyasina zerurat
olmadan, ¢ox guman ki, fermentlerin induksiyasi
hesabina bisoprololun yarimpargalanma muddatinin
cuzi azalmasini misyyan eds bilar.

Nozardan kecirilmali kombinasiyalar




agpeHopeuenTopaMu, NpuMBOAS K  MOBBILEHUIO
apTepuanbHOro  AaBfneHuss U ycyrybnexuio
nepemexatoLencs XPOMOTBI. Takoe

B3anMopencTBne cumMTaetca bonee BepoATHbIM C
HecenekTnBHbIMU B-6nokaTopamu.

- OO0Ho8peMeHHbIl npuem c
aHmueaurnepmeH3usHbIMU 8eujecmesamu, a makxe ¢

Opyaumu  flekapCmeeHHbIMU  eeujecmeamu  C
rnomeHyuasiom CHUXXEHUSI apmepuasbHo20
OaeneHusi (Hanpumep, mpuyuKu4yeckue
aHmudenpeccaHmel, bapbumypamei,

geHomua3uHbl): MOXeT MOBbIWATb PUCK Pa3BUTKSA
TMNOTEH3NM.

- PugamnuyuH: moxeT onpeaenutb HebomMbLuoe
YMeEHbLUeHNne nepmnoaa nonysebiBegeHUA
6uconponona, BEPOSITHO, ns3-3a VHAOYKUMM
dhepmMeHTOoB, HO 6e3 HEOBXOAMMOCTU KOPPEKTUPOBKU
[03bl.

KombuHayuu, komopbsle Heob6xo0UMO y4Jumsieamp

- MedrioxuH: yBenuyeHne pucka  pasBUTUS
Opaavkapauu.
- UHaubumopsl MOHOaMUHOKcuda3b! (3a

uckmnoyeHuem uHaubumopos MAO-B): ycuneHue
rMNOTEH3UBHOrO AencTBus [B-6rokaTtopoB, a Takke
PUCK pPa3BUTUS TMNEPTEH3NBHOIO KpK3a.

NMpumeHeHne B
nakrauuu
GepemeHHocmb
Buconponon moxeT uMeTb BpedHOe BO34ENCTBUE
Ha OGepeMeHHOCTb W/Mnu nnoa/HoBOpOXAEHHOro. B
uernom, OnokaTopbl [B-agpeHoOpeLEenTopoB MOryT

nepuopg OGepeMeHHOCTM MU

Use during pregnancy and lactation

Pregnancy

Bisoprolol may cause harmful effects on pregnancy
and/or the foetus/newborn. In general, p-adrenoceptor
blockers may determine a reduction of placental
perfusion, which may determine growth retardation,

- Mefloxin: bradikardiyanin inkisaf riskinin artmasi.

- Monoaminoksidaza inhibitorlari (MAO-B inhibitorlari
istisna olmaqla): B-blokatorlarin hipotenziv tasirinin
guclenmasi, hamgcinin hipertenziv krizin yaranma
riski.

Hamilalik ve laktasiya dovrinda istifadesi
Hamilalik

Bisoprolol hamilsliya va/ve ya déla/yenidoguimusa
zororli tesir gostere  biler. Umumilikde, B-
adrenoreseptorlarin  blokatorlari  boy inkigafinin
longimasi, batndaxili 6lim, abort ve ya vaxtindan

CHWXaTb Nepdys3uio NnaueHTbl, YTO accouuupyeTcs | intrauterine death, abortion or early labour. Adverse | evval dogusla assosiasiya olunan plasentanin
C 3adepXkOoM pocTa, BHyTpMMaToyHou cmepTblo, | effects, such as bradycardia and hypoglycaemia, may | perfuziyasini asadi sala biler. Ddélde ve
aboptamm wunu npexaeBpemMeHHbIMM pogamu. Y | occur in the foetus and newborn infant. If treatment with | yenidoguimusda bradikardiya va hipoglikemiya kimi
nnoga M HOBOPOXAEHHONo MOryT nosiBUTbCA Takue | B-adrenoceptor blockers is necessary, pi-selective | alava tosirlar yarana biler. oger B-
nobouHble  adpdekTol  Kak  Gpagukapaus  u | adrenoceptor blockers are preferable. Therefore, | adrenoreseptorlarin blokatorlari ila mualice
runornukemuss. Ecnn  neyeHnne 6Gnokatopamu - | bisoprolol should not be used during pregnancy unless | vacibdirss, selektiv B1-adrenoreseptorlarin
agpeHopeuenTopoB  Heobxogmmo,  cenekTuBHble | clearly necessary, under conditions of monitoring of the | blokatorlari Gstlinlik taskil edir. Buna géra de, ciddi
6rokaTopbl B1-appeHopeuenTopoB sasnstoTca | uteroplacental blood flow and the foetal growth. | zerurat olmazsa, bisoprololun hamilslik zamani
npegnoytutensHbiMu.  Noatomy, 6Guconponon He | Alternative treatment should be considered. In case | istifadesi maslshat gérilmir, lakin bisoprolol ile




cnepyeTt npuMmeHaTb B nepuog 6epemeHHocTn ©es
KpaiHel HeobxoOuMMOCTM, HO €eCcnn  fedeHune
Guconpononom cuuTaeTca HeobxoauMmbiM, crnegyeT
KOHTpONMpoBaTb MaTOYHO-MALEHTAPHbIA KPOBOTOK
n pocT nnopaa. Cnegyert paccMoTpeTb
anbTepHaTMBHOE IedyeHne. B crniyyae npumeHeHusi
Guconponona, neyYeHne AOMKHO ObiTb NpekpalleHo
3a 72 4yaca [o npeanonaraemon gatbl pogos. B
cny4vae, ecnm 3TO0 HEBO3MOXHO, TO HOBOPOXOEHHbIN
AOJNKeH HaxoaunTbCcA noa TWwaTernbHbIM
HabniogeHnem B TedyeHue 48-72 yacoB nocne
pOoXaeHUs, n3-3a BO3MOXHOIO pas3BUTUSA
rmnornvkemMumn n 6pagukapamn. Takke, bucoteHc He
pekomMeHayeTcs XEeHLMHaM pPEeNPOaYKTUBHOIO
BO3pacTa, KoTopble He nonb3ytTcs
NpPOTMBO3a4aTOYHbIMWU MepamMu.

pydHOoe sckapmiugaHue

HeunsBecTHo, Bblgensietca nu  Guconponon ¢
MaTeEPUHCKMM  MoriokoMm. [Moatomy BO Bpems
nevyeHus GMconponosioMm rpygHoe BCKapMIiMBaHWe
He pekoMeHpayeTcsl.

Bnusaxue Ha CMOCOGHOCTb ynpasenaTb
TPaHCNOPTHbLIMU cpeacTtBamMm n  apyrmmum
noTeHuuanbHO onacHbLIMU MexaHM3Mmamm

B wuccnegoBaHMM nauMEHTOB C  ULLEMUYECKON
bonesHblo cepaua, Ouconponon He  yxygwwn
CNoCoBHOCTb ynpaBneHus TPaHCMNOPTHbLIMU
cpegctBamn.  OpHako, M3-3a  MHAMBUOYaANbHbIX

pa3n|/|q|/|l7| B peaKkundax Ha riekapCTtBeHHOe BEeLWeCcTBO,
CnocoBHOCTb ynpaenATb TPAHCNOPTHbLIM CPEeACTBOM
n apyrmmm noteHumanbHO onacHbIMXU MeXaHU3mMamum
MOXeT ObITb HapyLlleHa. Cnep,yeT 3TO Yy4uUTbIBATb
0cobeHHO B Havane neyeHns wu npmn cmMmeHe
JIeKapCTBEHHOro BeulecrtBa, a Takke B co4eTaHun C
arnkoronem.

Cnoco6 npuMeHeHus M A403bl

BucoteHc  TabneTtku MOKpbITbIE NNEHoYHON
obornoykon crnegyeT NPUHUMaTb YTPOM U MOXHO
npMHUMaTb BO Bpems npuema nuwmn. Ux cnegyet

bisoprolol is administered, the treatment should be
discontinued 72 hours before the estimated date of birth.
In case this is not possible, the newborn infant should be
monitored for 48-72 hours after birth to observe the
eventual occurrence of hypoglycaemia and bradycardia.
Also Bisotens is not recommended in women of
childbearing age who do not use contraceptive
measures.

Breastfeeding

It is not known whether bisoprolol is excreted in human
milk. Therefore, breastfeeding is not recommended
during treatment with bisoprolol.

Effects on ability to drive vehicles and other
potentially dangerous machinery

In a study with coronary heart disease patients
bisoprolol did not impair driving performance. However,
due to individual variations in reactions to the substance,
the ability to drive a vehicle or to operate machinery may
be impaired. This should be considered particularly at
start of treatment and upon change of substance as well
as in conjunction with alcohol.

Method of administration and dosage

Bisotens film-coated tablets should be taken in the
morning and can be taken with food. They should be
swallowed with liquid and should not be chewed.

mualice zaruri olarsa, usaqlig-plasentar gan axini va
dolin inkisafl nazaret altinda saxlanmalidir. Alternativ
mualice nezerden kegirilmalidir.  Bisoprololdan
istifade zamani mualica gbzlanilon dogum tarixindan
72 saat avval dayandiriimalidir. Bu mimkin olmadigi
halda iss, hipoglikemiya va bradikardiyanin
inkisafinin ~ mumkanliylne  gdére  yenidogulmus
doguldugdan sonra 48-72 saat muddstinde ciddi
nazarat altinda olmalidir. Hamginin Bisotens
hamilalikden gorunma tadbirlorden istifade etmayan
reproduktiv yasda olan qadinlara maslahat goriimur.
Ana sid( ile qidalandirma dévri

Bisoprololun ana sudiine ifraz olunmasi malum deyil.
Buna go6re de, bisoprolol ile mualice zamani ana
sudi ile gidalandirma maslehat gérulmur.

Naqliyyat vasitalarini va digar potensial tahliikali
mexanizmlari idareetma gabiliyyatina tasiri

Urayin isemik xastaliyi olan pasiyentlarde aparilan
tedgiqatda bisoprolol nagliyyat vasitalarini idaraetma
gabiliyyatini zoiflatmamisdir. Lakin, darman
maddasina olan reaksiyalarin individual ferglarina
asasen, nagliyyat vasitelerini ve diger potensial
tehlikali mexanizmlari idareetma qabiliyysti pozula
biler. Bu, xtsusan, mualicanin avvelinds ve darman
maddasini dayiserkan, hamginin alkoqgol ile birlikde
gebul olunduqda nazera alinmalidir.

istifade qaydasi ve dozasi

Bisotens ortlkli tabletlari sahar gabul olunmalidir ve
yemak zamani da gabul oluna biler. Su ile udulmali
va ceynanilmamalidir.




rnoTaTb C XMAOKOCTbIO U HE crefyeT pa3XeBblBaTb.

[losupoeka

JleyeHue apmepuarsbHoU 2urnepmoHuu u
XpOHUYeckol cmaburnbHol cmeHokapouu

Bspocrnibie

PekomeHayemas nosa coctasnseT 10 Mr B AeHb.
JleyeHne pomkHO ObiTb UHAMBUAYANbHLIM - ANS
Kakgoro nauueHTa. JleyeHne HaumHaeTcs ¢ Ao3bl 5
mr 1 pas B geHb. lNpn HeobxogumocTu 3Ta Aosa
MOXeT ObITb nocTeneHHo yBenuyeHa o 10 mr 1 pas
B A€Hb UK o4YeHb pefko 0o 20 mr 1 pa3 B AeHb.
MakcumanbHasi pekomeHayemasi [o3a cocTaBnsieT
20 Mr ogvH pas B AeHb.

JleyeHve ¢ Guconpononom He cnegyeT npekpawatb
pes3ko, [o3y cregyet  CHwKaTb  MOCTEMNEHHO.
Oco0€eHHO y NauMeHTOB C MLIEMUYECKON OOMnesHbHo
cepaua, neyeHWe He [JOMKHO ObITb NpekpalleHo
BHE3anHo, TaK Kak 9TO MOXeT nNpuBecTn K
BPEMEHHOMY YXYALWIEHUIO CTEeHOKapauMuM C PUCKOM
cepaevHoro npucrtyna. PekomeHgyeTcs
MOCTENEHHOE CHWXeHWe [O03bl B TeyeHue 1-2
Hedenb.

Ecnn cuntaetca HeobXoaUMbIM OTMEHUTb NEeYeHue
BucoteHcoM [0 onepauuu, 3TO cnefyeT caenatb
NocTeneHHO N 3aBepLunTb NpUMepPHO 3a 48 YyacoB A0
onepauuu, 3a WCKMIOYEHWEM HEKOTOpbIX Chy4vaes,
Hanpumep, TUPEOTOKCUKO3a U hEOXPOMOLMTOMBI.
Mpwn apTepuanbHomn rmnepTeHsunn, ecnu
ueneHanpasneHHoe AencTBne He BbINo JOCTUTHYTO,
BucoTeHCc MOXeT ObITb coveTaTbCA C ANYPETUKAMM.
lNoyeyHas u neyeHo4YHass HeAocmamo4yHOCMb

Y nauueHtoB C  NErkMuM UM YMEPEHHbIM
HapyweHneM  (YHKLMWU  MOYEeK UMM MNeyeHu
perynupoBkM A03bl 00blMHO He Tpebyetca. Tem He
MeHee, Yy MNaUWeHTOB C TSDKENOW  CTEMNeHblo
HapylleHnss PYHKUUKN noyvek (KNMPEHC KpeaTuHWHa
<20 MN/MUH) UM NEeYeHn CyToYHasa 4o3a He AOSMKHA
npesbiwatb 10 wmr ©uconponona. Wmetotcs
OrpaHuYeHHble AaHHble OTHOCUTENBHO MPUMEHEHUS
Ouconponona y MauWEHTOB, HaXOASLWNUXCA Ha
gnanumse, HO HeT  daHHblX, KOoTopble  Obl

Posology

Treatment of arterial hypertension and chronic stable
angina pectoris

Adults

The usual recommended dose is 10 mg daily.

Treatment should be individualised for each patient.
Treatment begins with the dose of 5 mg daily. If
necessary this dose may be increased gradually to 10
mg once daily or very rarely to 20 mg once daily.

The maximum recommended dose is 20 mg once daily.
Treatment with bisoprolol should not be stopped abruptly
but gradually by reducing the dosage. Especially in
patients with ischaemic heart disease, treatment must
not be discontinued suddenly since this might lead to a
transitory worsening of angina pectoris with risk of heart
attack. Gradual reduction of the dosage for 1-2 weeks is
recommended.

If it is thought necessary to withdraw Bisotens treatment
before surgery, this should be done gradually and
completed about 48 hours before operation except in
certain cases, for example, thyrotoxicosis and
phaeochromocytoma.

In arterial hypertension, Bisotens can be associated with
diuretics if the targeted effect was not reached.

Renal and hepatic impairment

No dosage adjustment is normally required in patients
with mild or moderate renal or hepatic impairment.
However, in patients with severe renal (creatinine
clearance <20 ml/min) or hepatic impairment the dose
should not exceed 10 mg bisoprolol daily. There is
limited data regarding the use of bisoprolol in renal
dialysis patients, but there is no data which to
recommend the adjustment of the dosage.

Elderly patients

No dosage adjustment is normally required in elderly. In
patients with severe renal or hepatic impairment, as for
other adults, dosage reduction may be necessary.
Children and adolescents

Use of this medicine in children is not recommended
because there is no sufficient clinical experience
regarding its use in this group of patients.

Dozalanmasi

Arterial hipertenziya ve xroniki stabil stenokardiyanin
mdialicesi

Boytiklar

Maslahat gbrilan doza giinde 10 mq teskil edir.
Muialice her pasiyent Gglin fordi olmalidir. Mualice
gunds 1 defe olmagla 5 mq doza ile baslanilir. ©ger
ehtiyac olarsa, bu doza tadricon ginda 1 dafa
olmagla 10 mq ve ya ¢ox nadir hallarda giinde 1 dafa
olmagla 20 mg-a gader artirila biler.

Tovsiya olunan maksimal doza giinde 1 dafe 20 mg-
dir.

Bisoprolol ile mualiceni gafilden dayandirmaqg olmaz,
dozani tedrican azaltmaq lazimdir. Xasusile Urayin
isemik xastaliyi olan pasiyentlarde mualice gafilden
dayandirilmamaldir, bels ki, bu Urek tutmalari riski ile
stenokardiyanin mivaqqeti pislosmasina gatirib
cixara biler. Dozanin 1-2 hafte arzinde tadrican
azaldilmasi tdvsiye olunur.

Oger omeliyyata qgader Bisotens ile mualiceni
dayandirmaq vacibdirse, bazi hallar, masalan,
tireotoksikoz ve feoxromositoma istisna olmagla bunu
tedrican etmek va amsaliyyata texminan 48 saat
galmis dayandirmaq lazimdir.
Arterial hipertenziya zamani
olunmamisdirsa, Bisotens
alagalendirila biler.

Béyrak ve qaraciysr ¢atismazligi

Yungul ve ya orta agir béyrek ve ya qgaraciyer
funksiyalarinin  pozgunluglari olan pasiyentlorda
dozanin tanzimlanmasi adstan telab olunmur. Buna
baxmayaraq, agir deracali boyrek (kreatinin klirensi
<20 ml/deq.) ve ya qaraciyar funksiyalarinin
pozgdunluglari olan pasiyentlarde giindslik doza 10
mq bisoprololdan artiq olmamalidir. Dializds olan

hadaf
diuretiklorla

tosir olde
birlikde

pasiyentlarda bisoprololun istifadasina dair
malumatlar mahduddur, lakin dozanin
tanzimlenmasini tévsiye edan malumatlar yoxdur.
Yasli pasiyentlor

Yash pasiyentlorde dozanin tenzimlenmasi adaten
telab olunmur. Agir deracali béyrek ve ya garaciyer




pekoMeHO0Banu perynupoBaHue Aosbl.

lMayueHms! noxunoeo go3pacma

Y NoXusbIX NaLMeHTOB PerynMpoBkU 403bl OBbIMHO
He Tpebyetca. Y MauUMEHTOB C  TSKEMbIM
HapyLleHneM (YHKUMU NOYEK UMK MEeYEHM, Kak U y

OPYrMX B3pocChnbiX, MoOXeT OblTb Heobxoammo
YMeHbLUEHNE [O03bl.
LHemu u nodpocmku
MpumeHeHne aToro npenapata y pgeteln  He
pekomMmeHayeTcs no npuynHe OTCYTCTBMUA

OOCTaTOYHOIO KITMHWYECKOTO OMbiTa B OTHOLUEHWMU
€ro NCNonb30BaHWs y 3TOW rpynmbl NaLMeHTOB.
JleyueHue cmaburnbHol XpoHu4YeckolU cepdeyHoU
HedocmamoyHocmu

Bspocnibie

CtaHpoapTHOE feyeHMe XPOHMYECKOW CcepaevHOn
HeJOoCTaTOYHOCTWN COCTOUT U3 MHrmbutopa AN (unu
GrokaTtopa aHrMOTEH3NHOBBIX PELENTOPOB B Cryyae
HenepeHoCMMOoCTH NHIMGMTOpPOB AloD), B-
6rnokaTopa, OWYPETMKOB W, Mpu HeobxoaMmocTw,
cepgeyHbIXx rnuko3maoB. [pu Havane neyeHus
6MCoNpononoM, COCTOSHME MNauUMEHTOB  [OIDKHO
ObITb cTabunbHbLIM (6€3 OCTPOV HEAOCTAaTOUYHOCTN).
PekomeHayeTcsa, 4ToObI nevalumin Bpay MMen onbIT

ne4yeHus XPOHUYEeCKoMn cepaedHon
HeJOCTaTOYHOCTML.

B TeueHvMe nepuoga TUTPOBaAHUA WM NOCNE HEro
MOXeT HabnogatbCa  BPEMEHHOE  yXyAleHue
cepaeyvyHonM HeaoCTaTOYHOCTW,  FUNOTEH3UUM  UNnu
Opaavkapouu.

®asza mumposaHusi

JleyeHne CTaAbOMMBHOM XPOHWYECKOW CcepaeyHomn

HegocTaTovyHoCTM Ouconpononom TpebyeT asbl
TUTPOBAHWSI.

JleyeHne  OuconpornonoMm  crnegyet  HauMHaTb
NMoCTENEHHO MOBbIWAs [A03y B COOTBETCTBUU CO
cnegywLwMm aTanamm;

- 1,25 Mr oguH pas B OeHb B TeveHue 1 Hepenu,
€CNnN XOPOLLIO NepPEeHOCUTCS, yBENUYEHME 00

- 2,5 Mr oguH pas B JeHb B TedeHue crnefymollen
HeZenn, ecnmn XOpoLLo NepeHoCUTCs, yBennieHme go

Treatment of stable chronic heart failure

Adults

Standard treatment of chronic heart failure consists of an
ACE inhibitor (or an angiotensin receptor blocker in case
of intolerance to ACE inhibitors), a B-blockers, diuretics,
and when appropriate cardiac glycosides. Patients
should be stable (without acute failure) when bisoprolol
treatment is initiated.

It is recommended that the treating physician should be
experienced in the management of chronic heart failure.
Transient worsening of heart failure, hypotension, or
bradycardia may occur during the titration period and
thereafter.

Titration phase

The treatment of stable chronic heart failure with
bisoprolol requires a titration phase.

The treatment with bisoprolol is to be started with a
gradual uptitration according to the following steps:

- 1.25 mg once daily for 1 week, if well tolerated
increase to

- 2.5 mg once daily for a further week, if well tolerated
increase to

- 3.75 mg once daily for a further week, if well tolerated
increase to

- 5 mg once daily for the 4 following weeks, if well
tolerated increase to

- 7.5 mg once daily for the 4 following weeks, if well
tolerated increase to

-10 mg once daily for the maintenance therapy.

The maximum recommended dose is 10 mg once daily.
Close monitoring of vital signs (heart rate, blood
pressure) and symptoms of worsening heart failure is
recommended during the titration phase. Symptoms may
already occur within the first day after initiating the
therapy.

Treatment modification

If the maximum recommended dose is not well tolerated,
gradual dose reduction may be considered.

In case of transient worsening of heart failure,
hypotension, or bradycardia reconsideration of the
dosage of the concomitant medication is recommended.

funksiyalarinin  pozgunluglari olan pasiyentlords,
diger bodyuklarde oldugu kimi, dozanin azaldilmasi
zoruri ola biler.

Usaqlar vs yeniyetmalar

Bu grup pasiyentlerds istifadasi Gzre klinik tecriibanin
kifayet qoeder olmamasina gore preparatin usaqglarda
istifadasi maslehat gorulmur.

Stabil xroniki (rek ¢atismazliginin mialicesi

Boytiklar

Xroniki drak ¢atismazliginin standart mualicesi ACF
inhibitorundan (ve ya ACF inhibitorlarina qarsi
doézimsulzlik olarsa angiotenzin reseptorlarinin
blokatoru), B-blokatordan, diuretiklordean ve ehtiyac
olarsa urak glikozidlerindan ibarstdir. Bisoprolol ila
mualicanin avvelinde pasiyentlarin vaziyysti stabil
olmalidirlar (keskin ¢atismazliq olmadan).
Maslahat olunur ki, muialica hakimi xroniki
catismazliginin mialicasinda tacribali olsun.
Titrloma dovri arzinde va ondan sonra Urok
catismazliginin, hipotenziyanin va ya bradikardiyanin
muvaqqati pislesmasi bas vere biler.

Titrlemo fazasi

Stabil xroniki Urek c¢atismazhiginin bisoprolol ile
mualicesi titrlema fazasini teleb edir.

Bisoprolol ile mualice tedricen dozani artirmagla
asagidaki marhalalarls baslaniimalidir:

- guinds 1 dafe olmagla 1,25 mq 1 hafte arzinds, ager
yaxsl gabul olunarsa,

- ndvbati hafte arzinde giinds 1 dafe olmagla 2,5 mg-
a qeder artirilmasi, agar yaxsi gabul olunarsa,

- ndvbati hafte arzinde giinde 1 defe olmagla 3,75
mqg-a gadar artiriimasi, agar yaxs! gabul olunarsa,

- ndvbati 4 hafte arzinde giinda 1 dafe olmagla 5 mg-
a gadar artirilmasi, ager yaxsi qabul olunarsa,

- novbati 4 hafte arzinde gliinde 1 defe olmaqgla 7,5
mqg-a gadar artirilmasi, ager yaxsi gqabul olunarsa,

- gunda 1 defs olmaqgla 10 mq desteklayici mualice
acan.

Maksimal maslahat goériilen doza gliinde 1 dafe 10
mq taskil edir.
Titrlema  merhalasi

urak

arzinds hayati shamiyyatli




- 3,75 Mr oavH pa3 B AeHb B TeyeHue cregytolen
HeJenu, ecrnv XopoLLO NepeHoCUTCs, YBenuyeHme 4o
- 5 Mr oamnH pas B AeHb B TeueHue 4 cnegyroLmx
HeZernb, eCN XOPOLUO NEPEHOCUTCS, YBENNYEHME A0
- 7,5 Mr oauH pas B feHb B TeueHue 4 cnefyroLimnx
HeZernb, eCNy XOPOLLIO NEPEHOCUTCS YBENUYEHME O0
-10 Mr oavH pa3 B [OeHb ANs nogaepxusaroLlen
Tepanuu.

MakcumanbHaa pekoMeHAoyemas [o3a COCTaBnsieT
10 Mr oauH pas B O€Hb.

B TeuyeHue nepuoga TUTPOBaAHMSA pPEKOMEHOyeTCs
TWaTeNbHbIA ~ MOHUTOPUHI  KU3HEHHO  BaXHbIX
nokasaTternen (4actota CepAeudHbiX COKpaLleHUn,
apTepuarnbHoe JaBneHue) " CUMMNTOMOB
obocTpeHus cepaevHon HEeAoCTaTOYHOCTH.
CvMNTOMBI  MOTYT MpPOSIBUTLCA YXKE B TeYeHue
nepBOro AHs nocrie Havyana Tepanuu.

U3meHeHue cxembl ie4HeHust

Ecnu makcumanebHasi pekomeHayemasi gosa nroxo
NepeHoOCUTCs, MOXHO pPacCMOTPeTb MOCTENEHHOEe
CHWXEHMe 003bl.

B cnyyae BpeMEeHHOro yxyAweHus cepaedHomn
HeJOoCTaTOYHOCTW, TUMNOTEH3uM wunu OGpagukapaum
pekoMeHayeTcs nepecmMoTpeTb nosy
COMYTCTBYIOLLIEIO NeKapCTBEHHOrO BeLlecTBa. Takke
MOXeT noTpeboBaTbCA BPEMEHHO CHU3UTL 03y
fouconponona wnu  paccMoTpeTb BO3MOXHOCTb
NPUOCTaHOBIEHNS Nprema .

Korgpa cocTtosHMe nauueHTa CHOBa CTaHOBUTCA

CcTabunbHbIM, Bcerga cnegyet yunThIBaTh
NOBTOpPHOE BBeJeHWe W/MnM noBblleHWe [03bl
Guconponona.

MNayueHmbl C¢  ne4YeHO4YHOU  unu  Mo4YeyHou
Hedocmamo4YHOCMbHO

MHdbopmaums o dapmakoknHeTuke Guconponona y
naumneHToB c XPOHUYECKOW cepaeyHon
HeJOCTaTOYHOCTBIO W HapyweHusMu  pyHKuun

neyeHn Unm novek oTcyTcTByeT. [10aTOMy Koppekuuns
003bl B 3TUX TIpynnax HacerneHus  [OIKHa
NPON3BOANTBLCS C 0COOON OCTOPOXKHOCTLIO.
lNoxunbie

It may also be necessary to temporarily lower the dose
of bisoprolol or to consider discontinuation.

The reintroduction and/or uptitration of bisoprolol should
always be considered when the patient becomes stable
again.

Patients with hepatic or renal impairment

There is no information regarding pharmacokinetics of
bisoprolol in patients with chronic heart failure and with
impaired hepatic or renal function. Titration of the dose
in these populations should therefore be made with
special caution.

Elderly

No dosage adjustment is required.

Children and adolescents

Use of this medicine in children is not recommended
because there is no sufficient clinical experience
regarding its use in this group of patients.

Treatment with bisoprolol is generally a long-term
treatment. Especially in patients with ischemic heart
disease the cessation of this therapy must not be done
abruptly, because this may lead to worsening of clinical
condition of the patient. If discontinuation is considered,
gradual dose decrease is recommended.

gostericilerin  (Urak yigiimalarinin
tezyiq) ve Urek catismazhgdinin
alamatlerinin harterafli izlenmasi
Mdualiceys basladigdan sonra
simptomlar yarana biler.

Miialica sxeminin dayigdiriimesi
Oger meslahat gbrilen maksimal doza pis gabul

tezliyi, arterial
kaskinlagmasi
maslahat olunur.
ilk gun eorzinde

olunarsa, dozanin tadricen azaldilmasi nazarden
kegirile biler.
Urek catismazliginin, hipotenziyanin ve ya

bradikardiyanin miveqqati pislesmasi hallarinda eyni
zamanda gabul edilan derman maddasinin dozasina
yeniden baxilmasi maslahat gorilir. Hamginin
bisoprololun dozasinin mivaqqgsti azaldilmasi va ya
gabulunun dayandiriimasinin nazardan Kkegirilimasi
taleb oluna bilar.

Pasiyentin voziyysti  yeniden  stabillogdikdae,
bisoprololun tekrar qebulu ve/ve ya dozasinin
artirlmasi hamisa nazare alinmalidir.

Qaraciyer ve ya béyrek catismazligi olan pasiyentloer
Xroniki Urek c¢atismazligi ve qaraciyer va ya
boyraklerin  funksiyalarinin  pozgdunluglari  olan
pasiyentlorde bisoprololun farmakokinetikasi ile
alagadar malumat yoxdur. Ona goérs de, bu qrup
shalide dozanin tenzimlenmasi xisusi ehtiyatla
hayata kecirilmalidir.

Yaslilar

Dozanin tenzimlanmasi teleb olunmur.

Usaqlar ve yeniyetmalor

Usaqlarda istifadesi Uzre klinik tecriibanin kifayst
gadar olmamasina gére bu derman maddasinin bu
grup pasiyentlerds istifadasi maslahat goériimdir.
Bisoprolol ile mualice bir gayda olaraq
uzunmuddatlidir. Xususen, Urayin isemik xastaliyi
olan pasiyentlarde mualica gafilden
dayandiriimamalidir, ¢lnki bu pasiyentin  klinik
vaziyyatinin pislegsmasina getirib ¢ixara biler. ©ger
dayandirilmasi nazardan kegirilirsa, dozanin tadrican
azaldilmasi maslahat gorulir.




He TpebyeTca koppekunn osbi.

LHemu u nodpocmku

MpuMeHeHMe 3TOro NekapcTBEHHOro BellecTBa Y
OeTeli He peKkoMeHOyeTcs u3-3a  OTCyTCTBUS
JOCTaTOYHOIO0 KMUHUYECKOTO OMbiTa OTHOCUTENLHO
€ro NpUMEeHEHUs1 y 3TOW rpynibl NaLMEeHTOB.
JleyeHne OuconpononoM, kak npaBuIo, SIBNSETCS
anutenbHbiM nievyeHnemM. OcobeHHO y naumMeHTOB C
nwemmyeckorr BGonesHblo cepaua  He cnegyet
npekpawlaTb Tepanuio BHe3anHo, MoTOMYy YTO 3TO

MOXET MPUBECTM K YXYALIEHWO KIUHWUYECKOro
coctosHusa  nauneHta.  EcnvM  npekpalleHue
paccmaTpuBaeTCsl, PEKOMEHAyeTCcs MocTeneHHoe

CHWXeHne Oo3bl.

Mo6o4Hble aencTBusA

Uactota nobouyHbIX peakumi onpegensietca ¢
NCNONb30BaHMEM CreayHLIEro CornalleHus:

- oveHb YacTo (= 1/10);

- vacTo (oT = 1/100 go <1/10);

- HevacTo (o1 = 1/1000 go <1/100);

- peako (ot = 1/10000 go <1/1000);

- o4eHb peako (<1/10000),

- HensBeCTHO (He MOXeT OblTb OLEHEeHO Mo
UMEILLMMCS LAHHbIM).

lNcuxu4yeckue paccmpoticmea

HeyacTo: HapyLleHus cHa, Aenpeccusi.

Penko: HOYHble KoLIMapbl, rannouMHaumm.

Co cmopoHbI HepeHOU cucmeMal

YacTto: ronoBokpyxeHue, rorioBHass 06onb  (OHM
BO3HMKalOT, O0CODEHHO B Hayane nedeHus, cnabo
BbIPa@XXEHbl 1 NCYE3AIOT BO BPEMS JIEUYEHMS).

Penko: obMopok.

Co cmopoHbI opeaHo8 3peHust

Penko: cHUXxeHne crnesoToka.

O4yeHb peaKko: KOHBbIOHKTUBKT.

Paccmpolicmea criyxa u pagHogecusi

Pegnko: HapyLleHue criyxa.

Co cmopoHbi cepduya

OueHb YacTo: bpagukapaus.

YacTo: yxyaleHne cepaeyHon HeqoCTaTOYHOCTM.

Side effects

Adverse reactions frequency is
following convention:

- very common (= 1/10);

- common (= 1/100 to < 1/10);

- uncommon (= 1/1,000 to < 1/100);
- rare (= 1/10,000 to < 1/1,000);

- very rare (< 1/10,000),

- not known (cannot be estimated from the available
data).

Psychiatric disorders

Uncommon: sleep disorders, depression.

Rare: nightmares, hallucinations.

Nervous system disorders

Common: dizziness, headache (they occur especially at
the beginning of treatment, are mild and disappear
during treatment)

Rare: syncope.

Eye disorders

Rare: reduced tear flow.

Very rare: conjunctivitis

Ear and labyrinth disorders

Rare: hearing disorders.

Cardiac disorders

Very common: bradycardia.

Common: worsening of heart failure.

defined using the

Olavae tasirlori
Olave tesirlarin
muayyan edilir:

- cox tez-tez (= 1/10);

- tez-tez (= 1/100-dan <1/10-s gadar);

- bazan (= 1/1000-dan <1/100-a gadar);

- nadir (= 1/10000-dan <1/1000-a gadar);

- cox nadir (<1/10000);

- malum deyil (alde olunan malumatlara asasan
giymatlandirile bilmaz).

Psixi pozgunluglar

Bazan: yuxu pozgdunluglari, depressiya.

Nadir: gece kabuslari, hallisinasiyalar.

Sinir sistemine

Tez-tez: basgicallonma, bas adrisi (adstan, onlar
mualicanin baglangdicinda yaranir, mualice vaxti zasif
biruze verir ve aradan galxir).

Nadir: bayilma.

Gdérme orqanlarina

Nadir: gézyasl ifrazinin azalmasi.

Cox nadir: konyunktivit.

Esitme ve miivazinat pozgunluqlari

Nadir: esitma pozgunlugu.

Ureye

Cox tez-tez: bradikardiya.

Tez-tez: Urak catismazliginin agirlagsmasi.

tezliyi asagidaki razilasma ile




HeuacTo: HapyweHne AB-nposoanmocTy.
Co cmopoHsbI cocydos

YacrTo: 4YyBCTBO Xxonoaa nnn OHeMeHud B
KOHEYHOCTAX, apTepunaribHaa rmunoTeH3ns.

HevacrTo: opToCTaTn4yeckada aprtepuanbHasa
TMNOTEH3NA.

Co cmopoHbl ObixameribHoU cucmeMsbl, 2pyOHoU
Knemku u cpedocmeHusi

Hevacro: OpoHxocnasm y  NauMeHToB  C
OpoHxManeHOW acTMoOn WMAM  OBCTPYKTUBHBIMU
3aboneBaHNsIMU ObixaTenbHbIX NyTEW B aHaMHe3e.
Penko: anneprnyeckuin puHunT.

Co cmopoHbI xeslyd0YHO-KUWEYHO20 mpaKkma
YacTo: ToWwHoTa, pBOTa, AMapes, 3anop.

Co cmopoHbI eenamobunuapHol cucmemal

Pepko: renaTtut.

Co cmMOopoHbI KOXU U MOGKOXHOU mMKaHU

Pegko: peakuunm rvnepuyBCTBUTENBHOCTM  (3YA,
NMoKpacHeHWe, KOXHasi CbliMb).

OyeHb  pemko: ncopvasd  wunum  oboCTpeHue
CyLLEeCTBYyIOLLErO  ncopuasa, ncopuasonogobHas

CblilMNb, afioneyuns.
Co cmopoHbI 0rnopHo-08U2ameribHO20 annapama u
coeOuHUMenbHOU mKaHu

Heuacto: MbllwevyHas  cnabocTb,  MblEYHbIE
crnasmbl.

Co cmopoHbl  pernpodykmusHolU cucmembl U
MOJTOYHbIX Xene3

Pegnko: paccTpoictea NoTeEHL MU,

Obwue HapyweHus

YacTo: yToMNsieMoCTb, UCTOLLEHNE.

[aHHble nabopamopHo20 uccriedosaHusi

Pegko: rMnepTpurnuuepuaemMus, yBenM4eHne
Nna3mMeHHOM KOHLeHTpaLumm NeYEeHOYHbIX
TpaHcamuHas (AJ1T, ACT).

MepenosnpoBka

Cumnmomel

lMpn nepeposmposke (Hanpumep, cyTodHas gosa 15
Mr BMecTo 7,5 mr) ObinuM 3apernctpupoBaHbl AB-
bnokaga 1] CTENeHH, Opaavkapaus "

Uncommon: AV-conduction disturbances.

Vascular disorders

Common: feeling of coldness or numbness in the
extremities, .arterial hypotension.

Uncommon: orthostatic arterial hypotension.
Respiratory, thoracic and mediastinal disorders
Uncommon: bronchospasm in patients with bronchial
asthma or a history of obstructive airways disease.

Rare: allergic rhinitis.

Gastrointestinal disorders

Common: nausea, vomiting, diarrhoea, constipation.
Hepatobiliary disorders

Rare: hepatitis.

Skin and subcutaneous tissue disorders

Rare: hypersensitivity reactions (itching, flush, rash).
Very rare: psoriasis or aggravation of existing psoriatic
lesions, psoriasis-like rash, alopecia.

Musculoskeletal and connective tissue disorders
Uncommon: muscular weakness, muscular cramps.
Reproductive system and breast disorders

Rare: potency disorders.

General disorders

Common: fatigue, exhaustion.

Investigations

Rare: hypertriglyceridemia, increase of plasma
concentrations of liver transaminases (ALAT, ASAT).

Overdose
Symptoms
With overdose (e.g. daily dose of 15 mg instead of 7.5
mg) third degree AV-block, bradycardia, and dizziness
have been reported. In general, the most common signs

Bazoen: AV kegiriciliyin pozulmasi.

Damarlara

Tez-tez: atraflarda soyuq ve ya keyima hissi, arterial
hipotenziya.

Bozon: ortostatik hipotenziya.

Teneffiis sistemina, dés qefasine vo divararalijina
Bazan: bronxial astma ve ya anemnezde tensffls
yollarinin obstruktiv xastslikloeri olan pasiyentlerda
bronxospazm.

Nadir: allergik rinit.

Madea-bagirsaq traktina

Tez-tez: Urakbulanma, qusma, ishal, gabizlik.
Hepatobiliar sistema

Nadir: hepatit.

Deri ve derialti toxumaya
Nadir: yiksak hassasliq
gizarma, deri sapgisi).

Cox nadir; psoriaz ve ya mobvcud psoriazin
kaskinlaesmesi, psoriaza banzar sapgi, alopesiya.
Dayaq-hereket aparati ve birlagdirici toxumaya
Boazoen: azale zaifliyi, azale spazmi.

Cinsiyyst sistemi vo sid vezilarina

Nadir: potensiya pozgunluglari.

Umumi pozgunluglar

Tez-tez: yordunlugq, tagetsizlik.

Laborator tadqiqatlarin naticeleri

Nadir: hipertrigliseridemiya, garaciyer
transaminazalarinin plazma qgatihdinin artmasi (ALT,
AST).

reaksiyalari (gasinma,

Doza haddinin asiimasi

Simptomlari

Doza haddinin asilmasi zamani (masalen, 7,5 mq
glndslik doza eavezine 15 mq) Il deraceli AV-
blokada, bradikardiya ve basgicellonma geyde




ronoBoKpyXeHne. B ocHoBHOM, Hanbonee yacTbiMu
npu3Hakamu, oXxmgaembiMn NpU Nepeao3npoBke [3-
6nokaTopoB, siBNAlTCA Gpagukapaus, rrmnoTeHsus,
OpoHxocna3M, ocTpasi cepaeyHasl HegoCTaTOYHOCTb
n rmnornukemus. [o Hacrtosiwero BpemeHn 6bino
3aperncTpupoBaHo HECKOITbKO crny4aeB
nepeno3vpoBku (MakcumymMm: 2000 M)
OuconpononoMm y  MauMeHTOoB, cTpagarLwmx
rmnepTeHsnen wnwvnu  nwemumdeckon BonesHblo
cepaua, nokasbiBawwmMx Gpagukapaumio  u/unu
rMNOTEH3MIO, BCE NnauneHThbl BbI3OPOBENN.
NmeeTca Sonbluas MHOUBMAYyansbHas
BapnabenbHOCTb YyBCTBUTENBHOCTM K pPal3oBOW
BbiCOKOM [[03e Ouconponona, W nauueHTbl C
cepaeyvyHon HeaoCTaTOYHOCTbI, BEPOSITHO, OYEHb
YyBCTBMTENbHbI. [103TOMY fneyeHne 3TUX NaluMeHTOB
obda3aTenbHO  HYXHO HadMHaTb C MNOCTEMEHHOro
yBENMYEeHUss [o3bl B COOTBETCTBUM CO CXEMOW,
npegocrasneHHon B pasagene «Criocob npumeHeHUs
U 003bi».

JleyeHue
B cnyyae nepepnosvpoBku neveHne 6uconpornonomM
HeobxoanMo npekpaTuTb n obecneunTtb

NOAAEPXUBAIOLLEE M CUMMTOMATUYECKOE FEeYvYeHue.
OrpaHuyeHHble OaHHble CBUOETENbCTBYIOT O TOM,
yTo OMconponon Bpsi4 NU MOXHO AuanuampoBaTb.
Mcxoas u3 npegnonaraemblx dhapmakonorMyeckmx

OEWCTBUA 1 peKkoMeHpauum no  gpyrmim  [3-
GnokaTopam, HeobxoamMmo paccMmoTpeTb
cnegywouwme obuwme Mepbl, korga 3TO KITMHUYECKU
onpasAaHo.

bpadukapdusi: BHYTPUBEHHOE BBEOEHWE aTponuHa.
Ecnn oTBeT HeagekBaTHbIA, W30OMNPEHANVMH UK
apyrom npenapat c NOMOXUTESbHbLIMN
XPOHOTPOMHLIMA CBOMCTBAMW MOXHO HasHayaTb C
OCTOPOXHOCTbIO. pU HEKOTOPbLIX 0BCTOATENbLCTBAX
MOXeT MOoHaZobUTbCA yCTaHOBKA TPAHCBEHO3HOMO
KapguocTumynsatopa.

FunomeHs3usi: cnepyet NPUMEHUTb BHYTPUBEHHOE
BBEAEHNE  pPacTBOPOB W  COCYAOCYXVBAIOLLUX
BewecTB. BHyTpuBEHHOe BBefdeHME TMOKaroHa

expected with overdose of a B-blocker are bradycardia,
hypotension, bronchospasm, acute cardiac insufficiency
and hypoglycaemia. To date, few cases of overdose
(maximum: 2000 mg) with bisoprolol have been reported
in patients suffering from hypertension and/or coronary
heart disease showing bradycardia and/or hypotension
were noted, all patients recovered. There is a wide inter-
individual variation in sensitivity to one single high dose
of bisoprolol and patients with heart failure are probably
very sensitive. Therefore it is mandatory to initiate the
treatment of these patients with a gradual uptitration
according to the scheme given in section «Method of
administration and dosage».

Treatment

If overdose occurs, bisoprolol treatment should be
stopped and supportive and symptomatic treatment
should be provided. Limited data suggest that bisoprolol
is hardly dialysable. Based on the expected
pharmacologic actions and recommendations for other
B-blockers, the following general measures should be
considered when clinically warranted.

Bradycardia: administer intravenous atropine. If the
response is inadequate, isoprenaline or another agent
with positive chronotropic properties may be given
cautiously. Under some circumstances, transvenous
pacemaker insertion may be necessary.

Hypotension: intravenous fluids and vasopressors
should be administered. Intravenous glucagon may be
useful.

AV block (second or third degree): patients should be
carefully monitored and treated with isoprenaline
infusion or temporary transvenous cardiac pacemaker
insertion.

Acute worsening of heart failure: administer IV diuretics,
inotropic agents, vasodilating agents.

Bronchospasm: administer bronchodilator therapy such
as isoprenaline, [2-sympathomimetic drugs and/or
aminophylline.

Hypoglycaemia: administer |V glucose.

alinmisdir.  Umumiyystle, B-blokatorlarla  doza
haddinin asillmasi zamani an c¢ox gdzlanilan
alamatler bradikardiya, hipotenziya, bronxospazm,
kaskin Urek catismazhidi va hipoglikemiyadir. Bu
vaxta qader bradikardiya va/ve ya hipotenziya
gOsteran hipertenziyadan ve/ve ya drayin isemik
xastaliyinden aziyyst ¢akan pasiyentlarde bisoprolol
ilo doza haddinin asiimasinin (maksimum: 2000 mq)
bir neca hali qeyds alinmigdir, bltin pasiyentlor
sagalmisdir. Bisoprololun birdafslik yliksak dozasina
gars! individual fargli hassasliq mévcuddur ve Urek
catismazlii olan pasiyentlor, ehtimal ki, ¢ox
hassasdirlar. Buna gére de, bu pasiyentlerin
mualicesine «istifade qaydasi ve dozasi» bdlmasinds
gosterilan sxema asasan dozanin tadricen artiriimasi
ile baslamaq lazimdir.

Miialicasi

Bisoprolol ile doza haddinin asilmasi zamani
mualiceni dayandirmag ve  dasteklayici ve
simptomatik mdualiceni temin etmak lazimdir.

Mahdud malumatlar goéstaerir ki, bisoprolol ¢atinlikle
dializ olunur. Gézlenilen farmakoloji tasirlera va diger
B-adrenoblokatorlar Gglin tovsiyslera asaslanaraq
klinik cshatdean 06z tesdigini tapdigda asagidaki
Umumi tadbirlari nezere almagq lazimdir.

Bradikardiya: atropinin venadaxili yeridiimasi. ©gar
cavab geyri-adekvat olarsa, izoprenalin ve ya misbat
xronotrop  xususiyyetlare malik diger preparati
ehtiyatla tayin etmak olar. Bazi hallarda transvenoz
kardiostimulyatorun yerlasdiriimasi taleb oluna bilar.
Hipotenziya: venadaxili mahlullar ve vazopressorlar
yeridilmalidir. Qlikagonun venadaxili yeridilmasi
faydali ola biler.

AV blokada (ikinci ve ya dglincli deracali): pasiyentlor
harterofli muiayine ve izoprenalin infuziyasinin
yeridilmasi Vo ya muvaqgati transvenoz
kardiostimulyatorun yerlasdiriimasi yolu ile mualice
olunmalidirlar.

Urek gatismazliginin keskin agirlasmasi: diuretiklar,
inotrop preparatlar, damargenislandirici maddalerin
venadaxili yeridilmasi.




MOXET ObITb MONE3HbIM.
AB 6rokada (emopol unu mpembel cmeneHu):
Heobxo4MMO NMPOBOAUTL TLUATENbHbLIA MOHUTOPUHT 1

rieyeHne nNauueHToB WHMY3MOHHBIM BBEAEHUEM
n3onpeHanMHa WM YCTaHOBKOWM  BPEMEHHOrO
TPaHCBEHO3HOMO KapANOCTUMYNATOpA.

Ocmpoe yxydweHue cepOeyHol
HedocmamoyHocmu:  BHYTPUBEHHOE  BBeAEHMWE
ONYPETHKOB, WMHOTPOMHbIX npenaparos,
cocyaopacLumMpsoLWmnxX cpeacTs.

BpoHxocnasm: Ha3HaueHne Tepanuu
OpoHxogunataTtopaMuM C  MPUMEHEHMEM  TaKuUX

CPeACTB, KaK M30MpeHanvH, P2-CMMNatoMUMETUKU
/N aMmUHOUNINH.
lunoanukemusi: BHyTPMBEHHOE BBEAEHMWE TTTHOKO3bI.

dopma Bbinycka

Mo 10 Tabnetok B MNBX/An Gnuctepe. 3 6nucrtepa
BMECTE C  WHCTPyKUMEA MO  MPUMEHEHUIO
MOMELLATCH B KAPTOHHYHO YNaKOBKY.

YcnoBus xpaHeHus

XpaHuTb npu Temnepatype He Bblwe 25°C, B
OpUrMHanNbLHOM yNakoBKE M B MeCTaX, HeOOCTYMHbIX
ans neten

Cpok rogHocTH
3 ropa.
He ucnonb3oBaTb NO UCTEYEHUMN CPOKA FOGHOCTMU.

YcnoBusa oTnycka u3 antek
Mo peuenTy Bpaya.

MpousBopuTens / fepxartenb permcTPaunoHHOro
yAocToBepeHust

Antibiotice SA
1, Valea Lupului 707410 lasi, PymbiHua, EC

Presentation
10 tablets in PVC/AI blister. 3 blisters with the instruction
for use are placed in cardboard packing.

Storage conditions
Store in the original package, at temperatures below
25°C and keep out of the reach and sight of children.

Shelf life
3 years.
Do not use after the expiry date.

Pharmacy purchasing terms
On prescription.

Manufacturer / Marketing Authorisation Holder
Antibiotice SA
1, Valea Lupului, 707410 lasi, Romania, EU

Bronxospazm: izoprenalin kimi bronxodilatator, [2-
simpatomimetik preparatlar va/ve ya amindfillin ila
mualicanin teyin olunmasi.

Hipoglikemiya: venadaxili glikozanin yeridilmasi.

Buraxihig formasi
10 tablet PVX/AI blisterda. 3 blister iclik verags ila
birlikde karton qutuya qgablasdirilir.

Saxlanma soraiti
25°C-den yuxari olmayan temperaturda, orijinal
gablasdirmada ve usaqglarin sli ¢atmayan yerds
saxlamaq lazimdir.

Yararhlig muddati

3il.

Yararlilig muaddasti bitdikden sonra istifade etmoak
olmaz.

Aptekdan buraxiima gorti
Resept esasinda buraxilir.

istehsalgi / Qeydiyyat vesigasinini sahibi
Antibiotice SA _
1, Valea Lupului, 707410 lasi, Ruminiya, AB
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