Bisol’

Composition:

- Each film coated tablet of Bisol 10 contains:
Bisoprolol fumarate USP 10 mg.

- Each film coated tablet of Bisol 5 contains:
Bisoprolol fumarate USP 5 mg.

- Each film coated tablet of Bisol 2.5 contains:
Bisoprolol fumarate USP 2.5 mg.

Pharmacotherapeutic group:
Selective Beta blocker.
Indications:

Bisol is indicated in the treatment of:

- Hypertension.

- Angina Pectoris.

- Chronic, moderate to severe heart failure with impaired systolic ventricular
functions added to ACEI, diuretics and cardiac glycosides if needed.

Dosage and administration:

- The use of Bisol should be initiated gradually and the dose should be adjusted
according to pulse rate and therapeutics success.

- For hypertensive and angina pectoris patients:

The recommended dose is 5mg once daily and can be increased to 10mg/day.

- For chronic heart failure patients: the treatment with Bisol should be initiated
with slow gradual dose, starting by 1.25mg and increased up to 10mg per day.
The patient should be at first in therapy with ACEI, diuretics and digitalis for 2
weeks before starting therapy with Bisol.

- Patients with advanced renal insufficiency and patients with severe impaired
liver functions: the daily dose should not exceed 10mg.

- Bisol tablets should be taken in the morning and can be taken with food. It
should be swallowed with liquid and not chewed.

Contraindications:

Bisol should not be used in the following conditions:

- hypersensitivity to bisoprolol or any of the other ingredients of Bisol tablets.
- Acute myocardial insufficiency.

- Cardiogenic shock.

- Severe disturbances of atrioventricular impulse conductions.

- Sick sinus syndrome.

- Disturb impulse conduction between sinus node and atrium.

- Markedly slow heart beat, pulse rate less than 60 beats/minute.

- Markedly decreased blood pressure systolic blood pressure less than 100mm
Hg.

- Severe bronchial asthma or severe chronic obstructive lung disease.

- Late stage of peripheral arterial occlusive disease.

- Untreated tumor of the adrenal medulla.

- Metabolic acidosis.

Side Effects:

- The most common side effects are: tiredness, exhaustion, dizziness, vertigo,
headache, nausea, vomiting, diarrhea, constipation, sensation of cold and numb of

extremities.

- Some organ disturbance was recorded as rare conditions:

Cardiovascular system: bradycardia, disturbed cardiac activity, AV block, heart
failure, orthostatic hypotension.

Respiratory system: bronchospasm.

- In very rare conditions: increased liver enzymes value, hepatitis and increased
triglyceride value.

Precautions:

- The initiation and cessation of treatment with Bisol necessitates regular
monitoring.

- In impaired liver and kidney functions the dosage instruction must be observed.
- In bronchial asthma or chronic obstructive pulmonary disease an increase
airway resistance may be occurred.

-Bisol must be used with caution in diabetic patient; because it can mask the
symptoms of hypoglycaemia.

-Bisol increase sensitivity to allergen or severity of anaphylactic reaction.

- Treatment with Bisol may mask the symptoms of thyrotoxicosis.

Over dosage:

- Most common manifestations of Bisol over dose is:

slowed heart beats, bronchospasm, marked drop in blood pressure, acute
myocardial insufficiency and hypoglycemia . In general if overdose occurs,
discontinuation of bisoprolol treatment, supportive and symptomatic treatment is
recommended.

- Limited data suggest that bisoprolol is hardly dialysis.

Drug interactions:

Concurrent use of bisoprolol with:

- Clonidine: can lead to strong reduction of heart rate and delay impulse
conduction of the heart.

- Other beta receptor blockers, even as eye drops: potentiate the effect of
bisoprolol.

- Insulin or other hypoglycemic drugs: can potentiate the hypoglycemic effect.

- Anesthetic drugs: may lead to pronounce drop in blood pressure.

- Aspirin: reduce anti -hypertensive effect of bisoprolol.

- Tricyclic anti-depressants, barbiturates, phenothiazines and other anti-hypertensive
drugs: can potentiate the effect of bisoprolol.

- Rifampicin: can slightly shorten half-life of bisoprolol.

- Mefloquine: increased risk of bradycardia.

Pregnancy and Lactation:

- Bisol should be used in pregnancy only if the potential benefit justifies the
potential risk to the fetus.
- Breast feeding is not recommended during Bisol therapy.

Driving and using machines:

Adverse drug reactions such as: dizziness, vertigo and headache may be occur.
Under these conditions the ability to react may be decreased.

Properties:

- Bisoprolol is a cardio selective beta adrenoceptor antagonist.

- Catecholamine acts on beta adrenoceptor on the heart in which heart rate and
force of contraction will be increased resulting in increasing cardiac output and
cardiac oxygen consumption, reducing cardiac efficacy and cardiac rhythm.

- Bisoprolol acts as catecholamine antagonist on beta receptor of the heart in
which heart rate and cardiac oxygen consumption will be decreased.

- Bisoprolol is almost completely absorbed from the gastrointestinal tract
resulting in an oral bioavailability of about 90% and peak plasma concentration
are reached 2 to 4 hours after oral doses.

- Bisoprolol is about 30% bound to plasma protein.

- Plasma elimination half-life of bisoprolol is 10 to 12 hours.
- It is metabolized in liver and excreted in urine.

List of excipients:

Microcrystalline cellulose, maize starch, dibasic calcium phosphate, cross
povidone and magnesium stearate.

Incompatibilities:

Un Known.

Shelf life:

24 months.

Special precaution for storage:

- Keep out of the reach and sight of children.

- Do not use Bisol tablets after the expiry date which is stated on the label.
- They should be stored in a cool, dry place, not exceed 30°C.

- Keep in original container.

Nature and contents of container:

- Blister of 10 tablets.
- Box of 3 Blisters.

Special precaution for disposal:

- Medicine should not be disposed of via wastewater or household waste.
- Ask your pharmacist how to dispose of medicines no longer required.
- These measures will help to protect the environment.

Marketing Authorization holder and manufacturer:

Azal Pharma

Tele: (+249) 185322770

Fax: (+249) 155118855
E-mail: azal@azalpharma.com
Website: www.azalpharma.com

To report any Side effect
National Medicines and Poisons Board (NMPB)
Fax (+249)183522263
E-mail: inf@nmpb.gov.sd
Website: www.nmpb.gov.sd

THIS IS AMEDICAMENT \

- Medicament is a product which affects your health,
and its consumption contrary to instructions is
dangerous for you.

- Follow strictly the doctor’s prescription, the method of
use and the instructions of pharmacist who sold the
medicament.

- The doctor and the pharmacist are experts in medicine,
its benefits and risks.

- Do not by yourself interrupt the period of treatment
prescribed for you.

- Do not repeat the same prescription without
consultation your doctor.

- Keep medicament out of reach of children.

Produced By:
\ a Azal pharma.
Khartoum - Sudan
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