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COMPOSITION

Besicor 2.5(Bisoprolol Tablets BP 2.5mg)

Each film coated tablet contains:

Bisoprolol Fumarate Ph.Eur. 2.5mg
Excipients as
Colour: Titanium dioxide

Besicor 5(Bisoprolol Tablets BP 5mg)
Eachfilm coated tablet contains:

Bisoprolol Fumarate Ph.Eu 5mg
Excipients qs
Colour: Titanium dioxide

Besicor 10(Bisoprolol Tables BP 10mg)
Eachfilm coated tablet contai

Bisoprolol Fumarate Ph.Eur 10mg
Excipients s
Colour: Lake of sunset yellow, lake of quinoline yellow and
ttanium dioxide

DOSAGE FORM

Tablets

Adults

Contraindications

It
g justed.
start with 5 mg per day. The usual dose is 10 mg once dally witha
maximum recommended dose of 20 mg per day.

Patients with renal impairment

In patients with severe renal impaiment (creatinine clearance <
20 mlimin) the dose should not exceed 10 mg once daily. This
dosage may eventually be divided into halves.

Patients with severe liver impairment

Acute heart failure or during episodes of heart failure
decompensation requiring i. inotropictherapy

- Cardiogenicshock

- Sicksinus syndrome

~Sinoatrial block

No dosage adjustment is required; however careful
advised.

Discontinuation of treatment
Treament shou nct bosiopped sbrupty. The dosage shoukdbe
diminished slovdy by a weekly halving ofthe doss
Treatmentof stable chronic heartfailure

dults

Standard treatment of CHF. consists o an ACE inhibir (o an
angiotensin receptor blocker in case of intolerance to ACE
Tivbitors), @ beta-blocker, diureice, and when approprials
cardiac glycosides. Patients should be stable (without acute
failure) when bisoprolol treatmentis initiated.

It s recommended that the treating physician should be

Transient worsening of heart failure, hypotension, or bradycardia
may occur during the tiration period and thereafter.

p POM
DESCRIPTION
Bisoprolol fumarate is a synthetic (2RS)-1-[4-[[2-(1-

aminc]propan-2-ol fumarate

The treatment of stable chronic heart failure with bisoprolol
requires aitration phase

The treatment with bisoprolol s to be started with a gradual
uptitration accor the following steps:

-Symptomatic hypotension
- Severe bronchial asthma or severe chronic obsiruciive
pulmonary dise

- Late stages ol peripheral arterial occlusive disease and
Raynaud's syndrome.

- Untreated phagochromocytoma

-Metabolicacidosis

Special warnings and precaution for use

Applies only to chronic heart failure:

atment of stable chronic heart failure with bisoprolol has to
beinitiated with special titralion phase.

Applies toallindications:

therapy with bisoprolol musl rotbe done abrupﬂy unless elearly
ated, b

he potential for

drugs, resulting n bradyarhythmias, atienualion of the roflox

techycardia and the decressed reflex sbilly to compensae for
. If it is thought necessary to withdraw bel

tnerapy before surgary. tls should be done gragually and

completed about 48 hours before anassthesia.

> Mefloquine: increasedisk of bradycardia
>Monoamine oxidase inhibitors (except MAO-B. infibitors):
butalsorisk for

hypertensive crisis.
>Rifampicin: Slight reduction of the half-ife of bisoprolol due to
hepatic drug . Normally no

given bela-blockers (e.g. bisoprolol) after carelully balancing the
benefits against the risks.

is with phaeochromocytomabisoprolol must not be
administered until after alpha-receptor blockade.

>Mefloquine increased isk of bradycardia
>Monoamine oxidase inhibitors (except MAO-B. inhibitors):
but also isk for

Common: worsening of pre-existing heart failure (in patients with
chronic heartfailure).

Uncomman: AV-conduction disturbances, worsening of pre-
existing hear failure (in patients with hypertension or angina
pectoris); bradycardia (in patients with hypertension or angina
pecioris).

o s:
Gommon: fecling of coldness or numbness in the extremities,

ypertonsivecisi.

Under

may be masked.

Interaction with other medicinal products
it

Appl-es onlyto chronic heart failure:

ass | antantyinmic dru . quridine, disopyramide:

Venineuts conducton s may. e polontited and negainG
inotropic effectincreased.

Applies to all indications:

of the diltiazem type: Negative influence on contractllity and atrio-
ventricular conduction. Intravenous administration of verapamilin

indic:
condition,

>Centrally acting antinypertensive drugs such as clonidine and
others (e.g. methyldopa, moxonodine, rmenidine): Concomitant
use of centrally acting antinypertensive drugs may worsen heart

2-Propanol, 1-{4-[[2-(
[11memy|emynammu] £k (E)-

butenedioate (2:1) salt)

2-propanol fumarate (2:1) (salt) with molecular formula (C18
H31NO&)2 - C4H4O4. Bisoprolol fumarate having molecular
Weight of 766,96 The chemical structure s

H, OH
QX NH_CH,| Ho.c
ie
H, CH,

ek,

EXCIPIENTLIST

Besicor 2.5(Bisoprolol Tablets BP 2.5mg)

Bisoprolol fumarate Ph.Eur., Silicified microcrystsline cellulose

USPNF, Crospovidone BP, Magnesium Stearate B, Instacoat

universal AOSR03281white IH, Purified water.

Besicor5(Bisoprolol Tablets BP 5mg)

Bisoprolol fumarate Ph.Eur., Silicified microcrystsline cellulose
PNF, Crospovidone BP. Magnesium Stearate BP, Instacoat

universal AOSR03281 whitw IH, Puriied waer.

Besicor 10(Bisoprolol Tablets BP 10mg)

Bisprolol Fumarate Ph.Eur, Sicifed mcroarystsline coluiose

USPNF, Crospovidone BP, Magnesi le BP, Instacoal

unverSAIASROAB78 yollow H. Putiodwater

CLINICAL PARTICULARS

Therapeutic In ns
Treatment of Hypertension

Trealment of stable chronic angina

Treatment of stable chronic heart alue wit reduced systolcleft

-1 1week,
-2.5mg once daly for a further week, if well tolerated increase
o

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

-5 mg once dally for the 4 following weeks, if well tolerated
increaseto
5 mg once daily for the 4 following weeks, if well tolerated
iy
-10mg once daily for the maintenance therapy.

Close monioring of vial sgns (heatrate bood pressure) and
fai

orangina pectoris and accompanying hear failure.
Applies only to chronic heartfailure:
The initiation of treatment with bisoprolol r regular

heart rate and cardiac output, vasodilation). Abrupt withdrawal,
particularly if prior to beta-blocker discontinuation, may increase

monitoring. For

c

- Insulin dependentdiabetes mellitus (type )
- Severely impaired renal function

- Severely impaired hepatic function
-Restrictive cardiomyopathy

- Congsmlal heartdiseaso

Class: antarthytmic druge (o, quiidine, disopyramids;
Hdocaine, phar)tol; fleainide propafenn

o conducion tma my bb porontated and negatve
ovopicetodincraased.
Apj

indications
>Calcium antagonists of the dinydropyridine type such as

pich: Sight reducion of the halife of bisoprool dus to
the in iy no
dosage adjustmentis necessary.

~Ergotamine derivatives: Exacerbation of peripheral circulatory
disturbances.

Pregnancy8Lactation

Pregnancy

Bisoprolol has pharmacological effects that may cause harmful
effects on pregnancy andlor the fetus/newbom. In general, beta-
adrenoceptor blockers reduce placental perfusion, which has
been associated with growth retardation, inrauterine death,
abortion or early labour. Adverse effects (e.g. hypoglycaemia and
bradycardia) may occur in the fetus and newbom infant. If
treatment with beta-adrenoceplor blockers is necessary, beta-
selective adrenoceptor blockers are preferable.

Bisoprolol is not recommended during pregnancy unless clearly
necessary. If treatment with bisoprolol is considered necessary,
the uteroplacental blood flow and the fetal growth should be
monitored. In case of harmiul effects on pregnancy or the fetus
alternative treatment should be reccomended. The newborn
infant must be closely monitored. Symptoms of hypoglycaemia
and bradycardia are generally 10 be expected wilhin the first 3
days.

Breastfeeding.

There are o data on the excretion of bisoprolol excreted in
human milk. Therefore, is not

Uncomm

agents, vasodilating agents.
Bronchospasm: Administer bronchodilator therapy such as
isoprenaline, beta2-sympathomimetic drugs and/or
aminophyliine.

Hypoglycemia: Administer i.v. glucose.Limited data suggest that
bisoprololis hardly dialyzable

PHARMACOLOGICAL PROPERTIES
Pharmacotherapeutic group: Betablocking agent
ATC Code: CO7BBO7

history of obstructive airways disease.
Rare: allergic hinitis.
Gastrointestinal disorders:
Common: gastrointestinal complaints such as nausea, vomiting,
diarrhoea, constipation.
e
Rare: hepatits.
Skinand subcutaneous tissue disorders:
Rare: hypersensilivity reactions (such asitching, lush, rash).
Very rare: beta-blockers may provoke or worsen psoriasis or
induce psoriasis-like rash, alopecia.
M

isorders:
Uncommon: muscular weakness and cramps.
Reproductive system and breastdisorders:
Rare: potency disorders

Common: asthenia (in patients with chronic heart failure),
fatigue®.
Uncommon: asthenia (in patients with hypertension or angina

Investigations
Rare: increased triglycerides, increased liver enzymes (ALAT,
ASAT).

during adminisration of bisoprolol.
Effects on ability to drive and use machines
Ina study disease patients bisoprolol d not

symp(oms o wersening hoart
ymptoms may already occur within the first day

ahert g e therapy.

Treatment modification

Ifthe maximum recommended dose is not welltolerated, gradual

ose reduction may be considered.

In case of transient worsening of heart failure, hypotension, or

bradycardia reconsideration of the dosage of the concomitant

medication is recommendad. It may also be necessary to

temporarily lower the dose of bisoprolol or to consider

discontinuation.

The reintroduction andor upliration of bisoprolol should always

1t discontinuaton is considered, radual dose decrease is
ince abrupt withdrawal may lead to acute

enerstonafine patients condition.

Treatment of stable chronic heart failure with bisoprolol is

generally along-term treatment.

Renal or hepaticimpaimment
There is no information regarding pharmacokinetics of bisoprolol
in patients with chrorio heart falre and it mpaired hepatc or

he dose in

optionally cardiacglycosides.
Dosage and Method of Administration
Bisoprolol fumarate tablet should be taken in morning and can be

No dosage adjustmentis normally required.
Pacditicpopulation

should not be chewed.
Posology

cannot be recommended or children.
Method of administs
Oral

- Myuczrd\al infarction wit
Applies toallindication
Bisoprolol mustbe used ith caution in

- Bronchospasm (bronchial asthma, obstructive airways
diseases).

In bronchial asthma or other chronic obstructive lung diseases,
which may cause symptoms, bronchodilating therapy is
given i
increase of the ainway resistance may occur in patients with
asthma, therefore the dose of beta2-stimulants may have to be
increase
- Diabet

of hypotension, and an increase in the risk of a further

failure cannot be excluded.

Clas:
ventricular conduction time may be potentiated.

> Toplel betablockers (e.9- oy drups for laucoma weaiment)
may add to the systemic effects

>Parasympathomimetic amgs. Cenmmwam use may increase

>Insulin and oral antidiabetic drugs: Increase of blood sugar
lowering effect. Blockade of beta-adrenoreceptors may mask
sympiomsolhypoglycaem\a

symptoms of hypoglycaemia (e.g. tachycardia, palpitations or
sweating) can be maske:

~Strictfasting

-Ongoing desensitisalion therapy

AS with ofher beta-blockers, bisoprolol may increase both the
sensiivy towards aergens and the severty of

jents: Attenuation of the refiex tachycardia and
increase ol the ek ofhypoteneion.
>Digialis glycosides: Reduction of heart rate, increase of atrio-
ventricular conducton fime.

»Nonsteoidl ant infammatory drugs (NSAIDS): NSAIDs may
reduce the hypo(ensweel!ecl of b

impair drivi However,
in reactions 1o the drug, the abillty to drive a vehicle or to operate
machinery may be impaired. This should be considered

wellas in conjunction with alcohol.
Undesirable effects
The i l a inology used
hereater:
Very common (= 1/10)
Common (2 1/100, < 1/10)
Uncommon (2 1/1,000, < 1/100)
Rare (1/10,000, < 1/1,000)
Very rare (< 1/10,000)
i

Uncommon: sleep disorders, depression.
Rare: nightmares, hallucinations.

Adrenaline treatment does not always give e
expected herapeutiefect

s (e.g.
Combmaton wihbsoproiimey aduce e peiidiony agents.
Sympathomimatics that activato both - and a-adranocaptors

~Firstdegree AV block
-Prinzmetal's angina etk o adrenocep(ov -medialedvasoconstrctor offecls of
- Peripheral arterial occlusive disease (i of

okt AT intermitent claudication. Such ineractions are considered o be

-General anaesthesia

In_patients undergoing general anaesthesia beta-blockade
reduces the incidence of arhythmias and myocarcial ischemia

>Concomitant use with antihypertensive agents as well as with
other drugs with blood pressure lowering potential (e.g. tricyclic
antidepressants, barbilurales, phenothiazines) may increase the

currently i
continued psn—eperanvely The anaesthesist must be aware oi

Combinations to be considered.

Common:dizziness", headache*
Rare: syncope
rders:

Rare: reduced lear flow (lo be considered if the patient uses
lenses).

Very rare: conjunctivitis.

Earandlabyrinth disorders:

Rare: hearing disorders.

“These symptoms especially occur at the beginning of the

M
Bisoprolol is a potent highly beta,-selective-adrenoceptor
blocking agent, lacking intrinsic stimulating and without relevant
membrane stabilising activity. It only shows low affinity o the
beta,-receptor of the smooth muscles of bronchi and vessels as
well as to the beta.-receplors concerned wilh metabolic
regulation. Therefore, bisoprololis generally no to be expected to
influence the airway resistance and beta,-mediated metabolic
effects. Its beta,-selectivity extends beyond the therapeutic dose
range.

Hypertension or angina pectoris:

Bisoprolol is used for the treatment of hypertension and angina
pectoris. As with other Beta- 1-blocking agents, the method of
acting in hypertension is unclear. However, it is known that
Bisoprolol reduces plasma renin activity markedly.

Antianginal mechanism: Bisoprolol by inhibiting the cardiac beta
receplors inhibils the response given lo sympathetic activation.
That results in the decrease of heartrate and contraclilty this way

In acute administration in patients with coronary heart disease

stroke volume and thus the cardiac output and oxygen
consumption. In chronic administration the intially elevated
peripheral resistance decreases.

Pharmacokinetic properties

therapy. P Bisoprolol.
weeks. . Togtherwih i vorysmall st passefect n e Ive, s
Overdose . The plasma

The most common signs expected with overdose of a beta-
blocker are bradycardia, hypotension, bronchospasm, acute
cardiac insufficiency and hypoglycaemia. There is limited
experience with overdose of bisoprolol, only a few cases of
overdose with bisoprolol have been reported. Bradycardia andlor
hypolension 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.

In general, if overdose ocours, discontinuation of bisoprolol
treatment and supportive and symptomatic treatment is
recommended.

Based on the expected pharmacologic actions and
recommendations for other beta-blockers, the following general

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
pacing.

ister Lv. diuretics, Inotropic:

protein binding of bisoprolol is about 30 %.

The distribution volume is 3.5 kg. The total clearance is
approximately 15Uh,

The plasma elimination half-Iife (10-12 hours) provides 24 hours
efficacy following a once daily dosage.

Bisoprolol is excreled from the body by two foules, 50 % is
metabolised by the liver 1o inactive metabolites which are then
excreted by the kidneys. The remaining 50 % is excreted by the
Kidneys in an unmetabolised form. 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
orrenalinsufficiency.

In patients with chronic heart failure (NYHA stage Il) the plasma
levels of bisoprolol are higher and the halfife is prolonged
compared to health, - Maximum p

life s 175 hours.

PRECLINICAL SAFETY DATA

Preclinical data reveal no special hazard for humans based on
conventional studies of safety pharmacology, repeated dose
toxicity, genotoxicity or carcinogenicity.

Like other beta-blockers, bisoprolol caused 1 (d d

(increased incidence of resorptions, reduced birth weight of the
offspring, retarded physical development) at high doses but was
notteratogenic.
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PHARMACEUTICAL PERTICULARS
Incompatibilities
Notapplicable.

Shelflife
24months

Storage Condition
Store below 30°C.

Name and Contents of Container

10tablets in Alu-PVCIPVC biister pack, 3 such blster ina printed
carton along with Pack Insert.
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Besicor
BISOPROLOL TABLETS BP
PATIENT INFORMATION LEAFLET

Read all of this leaflet carefully before you start taking this

« certain heart disease such as disturbance in heart thythm or
severe chest pain atrest (Prinzmetal's angina)
« kidneyorliverdisease
+ less severe blood circulation problemin your limbs
« less severe asthma or chroniclung disease
« history of a scaly skin rash (psoriasis)
« tumour
« thyroid disorder
Inaddiion, tellyour doctorfyou are going o have:
- D therapy (for example for the prevention of hay

you.

+ Keepthis leaflet. You may need toread tagain.

“If you have any further questions, ask your doctor or
pharmacist

+ This. msdlclne has been prescribed for you only. Do not pass it
onto others. Itmay harm them, even i their signs of iness are
the same as yours.

«If you get any side effects, talk to your doctor or pharmacist.

Whatisin this leaflet
1

2, Wrat you need o know before you take Bisoproll fumarate
able

3. How to take Bisoprolol fumarate tablet

4. Possible side effects

5. How to store Bisoprolol fumarate tablet

6. Contents of the pack and otherinformation

1. What Bisoprolol Fumarate tablets are and what they are
used for

The active substance in this medicine is Bisoprolol fumarate.
Bisoprolol fumarate belongs (o group of medicines called beta-
blackers. Beta-blocker protects heart from too much activity.

medicine works by affecting the body's respanse to some nerve

fovr), bocauiss Bisoprolol marala may make f more lkaly
that you experience s allergic reaction or such reaction may
be more severe,
« Anesthesia (fo xample for surgery) because this mediine
body react

ot
Tell your doctor or pharmacist if you are taking, have recently
taken or mightlake any other medicines.
Do ot take the folowing medicines wit Bisoprolal fmarate
tablets without special advice from your d
+ medicines for controlling the blood pressure or medicines for
heart problems (such as amiodarone, amlodipine, clonidine,
digitalis glycosides, diltiazem, disopyramide, felodipine,
flecainide, lidocaine, methyldopa, moxonidine, phenytoin,
propafenone, quinidine, rimenidine, verapamil)
amine, amitriptyline,

« medicines (o treal mental iiness e.g. phenothiazines such as.
levomepromazine

es used o treat
phenobarbital

« certain pain killers (for instance acetyl salicylic acid,
diclofenac, indomethacin, Ibuprofen, naproxen)

psy e.g. babiturates such as

impulses, especially in the heart, As a result
slows down the heart rate and makes the heart more efficient at
pumping blood around the body. Heart failure occurs when the

thebody'sneed.

. d for certain eye disorders such as glaucoma
(lncreased resure in 126 oye)of used to iden 1 pupl o
e eye

. cenam medicines to treat dlinical shock (e. g. adrenaline,
dobutamin

Bi ol 5mgand

with other medicines to reat stable heart failure.

Bisoprolol 5mg and 10 mg tablet are also used to reat high blood
o (

2. What you need to know before you take Bisoprolol

Fumarate tablet

Donottake Bisoprolol fumarate tablet f:

« You are allergic to Bisoprolol fumarate or any of the other
ingredients of this medicine

* You have severe blood circulation problem in limbs (such as

Raynaud's syndrome), which may cause your fingers and

toes totingle orturn pale or blue.

You have untreated phaeochromocytoma, which is a rare

tumourofthe adrenal gland (medulla).

* You have metabolic acidosis, which is a conition when there
istoomuchacidinthe blood.

- acute heart falue or heart faiure that suddenly becornes
worse and/ or that may require hospital treatment

« slowheartrate

Verylow blood pressure

« Certain heart condition causing a very slow heart rate or
iegular heartbeat.

rt condition

. whict h
causing low blood pressure and cwulamry failure.
Warnings and Precautions

+ mefloquine, amedicine for malaria
« all these drugs as well as bisoprolol may influence the blood

Patientwith kidney disease:
Patient with severe kidney disease should not exceed 10 mg of
biscprcol once cal Please consl your doctor before staring
tousethis

Patientwith w.rd/soasn.

Paient with severe liver disease should not exceed 10 mg of
bisoprolol once daly. Please consult your doctor before starting
touse this medicine.

Heartfailure:

Before you start using bisoprolol fumarate tablet, you should
already be taking other medicines for heart failure including any
ACE inhibitor, a diuretic and (as an added option) a cardiac
glycoside.

within 110 2 weeks.

You may ool slow nearieat, severe brezmmg dificulies,
Ifyou forget to take Bisoprolol fumarate ablet:

If you forget to take a dose, take it as soon as you remember it
unless it is nearly time for your next dose. Do not take a double
dosetomake up for aforgotien dose.

Ifyou stoptaking Bisoprolol fumarate tablet:

Do not stop treatment suddenly or change the recommended
dose withouttalking to your doctor first.

Hyou need tostopestment, it must e dore gradualy o avoid
side effec

Ifyou havsa vy further questi i K
your doctor or pharmacist.

. Possible si

fose and increased gradually. Your doctor wil decide how to
increase the dose, and this will normally be done in the following
way:

+ 1.25 mg bisoprolol fumarate once daily for aweek

+ 2.5mgbisoprolol fumarate once daily for a week

+ 3.75 mg bisoprolol fumarate once daily for a week

+ 5mg bisoprolol fumarate once daily for four weeks

+ 7.5 mgbisoprolol fumarate once daily for four weeks

=10 mg bisoprolol fumarate once daily for maintenance (on-

going) therapy.

10mg.

Depending on how well you'tolerate the medicine, the doctor may

also extend the time between dose increases. If your condition

gets worse or if you no longer tolerate the drug, it may be

Forsome
patients a maintenance dose lower than 10 mg bisoprolol

fimatate may be sulficont. Your doctorwil el you what 0 6o

you have to stop the treatment entirely, your doctor will usually

advice you to reduce the dose gradually, as otherwise your

condition may becorme worse.

Useln children

Bisoprolol fumarate tablet is not recommended for use in

children.

Elderly patient
In general adjustment of the dose is not needed. It is
recommended to startwith lowest possible dose.

For any information about this medicinal product,
contacth Manufacturing Authorization Holder.
LICATION OR REVISION

I you get any side effects, talk 10 you 3
intiuces any possbl s efiec not fited I s leafet By
reporting side effects, you can help provide more information on
the safety ofthis medicine.
5.How to store Bisoprolol fumarate tablets
+ Do not use this medicine after the expiry date which s stated
on the blister and carton after EXP. The expiry date refers to
thelastdayofthat month.
+ Donotstore above 30°C.
Do nothrow away any medicines via wastewsler o housahald
waste. Ask your
ongor s, These massures wil elp rotoct o orvinmant

i although
noteverybody ges them.

To prevent serious reaction, speak {0 a doctor immediately if a
side effect is severe, occurs suddenly or gets worse rapidly. The

« Slowing of heart rate (may affect up to 1 in 10 people with
i Tailure and o to 1in 100 peopl

 Typerensionoranghapeciots)

1in
" chvonichart alure and may affectup 10 1In 100 people with
hypertension or angina pectoris)

- Slow or iegular heartbeat (may affect more than 1 in 10
people with chronic heart failure)

. y 5
WhatBisoprolol fumarate tablet contains:
The active ingredientis

Besicor 2.5(8isoprolol Tablets 87 2.5mg)
Each ilm coated tablet contains:

Bisoprolol Fumarate Ph.Eur 25mg
Excipients as
Colour: Titanium dioxide.

Besicor 5(Bisoprolol Tablets BP 5mg)

Each ilm coated tablet contains:

Ihe legs, especially at the start of treatment (Frequency not
tated).

1 you ool dizy or sk o have brathing ifculies, please
mzctyuurduvlov 25 5000 25 possible.

Bisoprlol Fumarate P Eur 5mg
Excipi as
Colour ariumdioxide
Tablets BP 10mg)
Each fim coated ablet contains:
soprlol Fumarat P Eur 1Dmg

Excipient
Colour: Lake of sunset yellow, lake of uinoline yellow and

o 9to quentl
lhey oy oocur:
Common (may affect up to 1in 10 pecple)
* Tiredness" leelmg weak(npatent withchroric heart failure),
dizziness®
+ Fesling ufcoldness ornumbness inhands orfeet

« Stomach or intestine problem such as nausea, vomiting,
diarthea or constipation.
1in 100 people).

pressure and/or heart function. If twork
« rifampicin for the treatment of infecti to treat llenough, ol t.
Pregnancy and breast-feeding If you take too much medicine, or if a child has swallowed the
Pregnancy or hospital for

think you may be pregnant or are planning to have a baby, ask
your doctor for advice before taking this medicine. He or she will
determine whether you can take Bisoprolol fumarate Tablet
during pregnancy.

Breast-feeding

Itis not known whether Bisoprolol fumarate passes i (o breast
milk. Therefore, breastfeeding is not recommended during
reatment with Bisoprolol fumarate tablet.

Driving and using machines

The abilty to drive o operate machinery may be affected,
depending on how well you tolerate the medicine. Be especially
careful at the beginning of the treaiment, when the dose is.
increased or when the medication is changed, and when
‘combined with alcohol.

3.Howtotake Besicortablets.

Always take this medicine exaclly as your doctor has told you.
Check with your doctor or your pharmacist if you are not sure.
Treatment with Bvsopmlol fumarate tablet requires regular

Talk to your doctor or taking He
i ad

important in the Ttintan of

following concitions:
+ diabetes
« strictfasting (fasting from sold food)

and advi

Sou may foel slow hoartoent, sovers breatting Gifcultes,

dizziness or tremor (due to decreased blood st

Ifyouforgettotake Eisopmlollumaratetablet:

If you forget to take a dose. take it as 5000 as you remember it

unless it s nearly time for your next dose. Do not take a double
tomake up for aforgotten dose.

Ifyou stop taking Bisoprolol fumarate tablet:

 Sleep disturbances

+ Depression

+ Breathing problems in patients with asthma or chronic lung
disease

* Muscle weakness, muscle cramps.

Listof Excipients:
cor 2.8 50p1olol Tablets B 2.5mg)

Bisoprolol fumarate Ph.Eur, Silicified microcrystsline cellulose

USPNF, Crospovidone BP, Magnesium Stearate BP, Instacoat

universalAOSR03281 whitw IH, Purified water.

Besicor 5(Bisoprolol Tablots BP 5mg)

8isoprolol fumarate Ph.Eur, Silicified microcrystsliine cellulose

USPNF, Crospovidone BP, Magnesium Stearate BP, Instacoat

universal AOSR03281 whitw IH, Purified water.

Besioor 10(Bisoprll Tabsts &P 10mg)

Bisiprolol Fumarate 3 microcrystsline cellulose

USPF. Crospovidons BF. Magnesiur Stearats 8P, Instacont

universal AOSRO4676 yellow IH, Purified water.

Besicor 2.5(Besoprolol Tablets BP 2.5 mg)
White to offwhite, circular biconvex, film coated tablets with break

+ Hearing problems

+ Allergic runny nose (Blocked or runny nose

+ Reduced tear flow (can be a problem if you wear contact
lenses)

Do not stop treatment suddenly or change the
dosowithouttalking to your doctor first
1you no0d 0 st0p eatment. it st b done gradually to avcid
sm

the use of this medici sk

yourdociorovphamcis(.

Usein children

Bisoprolol fumarate tablet is not recommended for use in
children.

Elderly patient

In general adjustment of the dose is NJ( needed. It is
recommended o start wihlowest possibl dos

wellenough,

ith or

without food. Swallow the tablet/s whole with Some water and do

not chew or crush them. The tablet can be divided into equal
oses,

/our doctor or phar

¥
1f you take too much medicine, or f a child has swallowed the

. liver y yellowing of the skin or
whites of the eyes
* Some bload st orer fncion an fat conentar ifrent
from normal val
* Allergy-like reacl\ons suchasitching, flush, rash
+ Impaired erection (Reduced sexual performance
+ Nightmares, hallucinations
« Fainting
e
 Irilation and redness of eye (conjunciivitis)
* Hairloss
pearance or worsening of scaly skin rash (psoriasis):
Pscnaswsllkerash
* if treated for high blood pressure or angina then these
symploms occur especially at beginning of treatment, or if your
dosage changes. They are generally mild or often disappear

Besicor 5(Besoprolol Tablets BP 5 mg)
, ciroular
line on one side.
Besicorl 10(Besoprolol Tablets BP 10mg)
Light orange to yellow coloured circular shaped biconvex film
coated tablets with break line on one side and plain on other

side.
110 tablets in Alu-PVCIPVAC blister pack, 3 such blister in a
printed

carton along with Pack Insert.
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