Prelizer-AM™

Bisoprolol Fumarate BP & Amlodipine Besylate USP

Composition:

Prelizer-AM™ 2.5/5 mg Tablet: Each film coated
tablet contains Bisoprolol Fumarate BP 2.5 mg and
Amlodipine Besylate USP equivalent to Amlodipine
5mg.

Pharmacology:

This product is a combination of two
antihypertensive drugs. Bisoprolol fumarate is a
selective beta-1 blocker. It selectively blocks beta-1
adrenergic receptor in the heart and vascular
smooth muscle and reduces heart rate and cardiac
output resulting in decrease of arterial
hypertension. Amlodipine is a dihydropyridine
calcium antagonist. It inhibits the transmembrane
influx of calcium ions into vascular smooth muscle
and cardiac muscle.

Indication:

Bisoprolol & Amlodipine combination is indicated for
the treatment of hypertension as substitution
therapy in patients adequately controlled with the
individual products given concurrently at the same
doses level as in the combination, but as separate
tablets.

Dosage & administration:

The recommended daily dose is one tablet with or
without food. The dose may be increased if the
desired therapeutic effect is not achieved.

Patient with hepatic impairment: In case of hepatic
impairment elimination of amlodipine may be
elongated. Dosage recommendation concerning
amlodipine have not been established in patient
with mild to moderate hepatic impairment.The
pharmacokinetics of amlodipine have not been
studied in severe hepatic impairment. The drug
should be administered with special caution in
patients with hepatic impairment.

In case of hepatic impairment the daily dose of
bisoprolol must not exceed 10 mg.

Patients with renal impairment: No dosage
impairment is required for patients with mild to
moderate renal impairment. Changes in amlodipine
concentrations are not correlated with degree of
renal impairment. In case of severe renal
impairment ( creatinine clearance <20 ml/min) the
daily dose of bisoprolol must not exceed 10 mg.

Elderly patient: The usal dose can be administered
to elderly people: However, caution should be taken
when the dose is increased.

Route of administration: Oral

Contra-indication:

Bisoprolol & Amlodipine  combination s
contraindicated in patients with acute heart failure,
high grade aortic stenosis, cardiogenic shock,
second or third degree AV block, sick sinus
syndrome, slowed heart rate, symptomatic
bradycardia, symptomatic hypotension, bronchial
asthma and hypersensitivity to Bisoprolol,
Amlodipine or any of the excipients.

Warning & precaution :

Patients with heart failure should be treated with
caution. An increased risk of a further deterioration
of the ventricular pump function cannot be
excluded. Since the abrupt withdrawal of bisoprolol
may lead to a transitory worsening of the clinical
condition, especially in patients with ischemic heart
disease, the treatment must not be stopped
abruptly. Caution should be taken in patients with
impaired hepatic function. Beta-blockers should be
avoided in patients with obstructive airway diseases
unless there are compelling clinical reasons for
their use. Due to the bisoprolol fumarate
component, treatment must be used with caution in:
bronchospasm  (bronchial asthma, chronic
obstructive  airways disease;  concomitant
bronchodilating therapy may be recommended);
diabetes mellitus showing large fluctuations in
blood glucose values, symptoms of hypoglycemia
can be masked; strict fasting; ongoing
desensitization therapy; first degree AV block;
prinzmetal’s angina; peripheral arterial occlusive
disease. Patients with psoriasis or with a history of
psoriasis should only be given beta-blockers (e.g.
bisoprolol) after a careful balancing of benefits and

risks. Symptoms of thyrotoxicosis may be masked.
In patients undergoing general anesthesia, the
anesthetist must be aware of beta-blockade. If it is
thought necessary to withdraw beta blocker therapy
before surgery, this should be done gradually and
completed about 48 hours before anesthesia.

Side effects:

Common: Dizziness, headache, somnolence,
palpitations, flushing, feeling of coldness or
numbness in the extremities, gastrointestinal
complaints such as nausea, vomiting, diarrhea,
constipation, abdominal pain; edema (e.g. ankle
edema), fatigue.

Rare: Allergic reactions mainly affecting the skin,
nightmares, hallucinations, confusion, decreased
tear secretion, hearing disorders, allergic rhinitis,
hepatitis, increased triglycerides, increased liver
enzymes (ALAT, ASAT).

Use in pregnancy & lactation:

Pregnancy: Bisoprolol & Amlodipine combination is
not recommended during pregnancy unless clearly
necessary.

Nursing mothers: It is not known whether Bisoprolol
or Amlodipine is excreted in human milk.

Use in children and adolescents:

Children: Safety and effectiveness in pediatric
patients have not been established.

Geriatric Patients: No dosage adjustment is
required. However, caution is advised when the
dose is increased.

Drug interaction:

With medicine: Centrally Acting Antihypertensive
Drugs (e.g. Clonidine, Methyldopa, Moxonidine,
Rilmenidine): Concomitant use of these drugs with
Bisoprolol may lead to reduction of heart rate and
cardiac output, as well as to vasodilation. CYP3A4
Inhibitors: Concomitant use of amlodipine with
strong or moderate inhibitors of CYP3A4 (e.g.
protease inhibitors, azole antifungals, macrolides
like Erythromycin or Clarithromycin, Verapamil or
Diltiazem) can be expected to increase the plasma
concentrations of Amlodipine to a clinically relevant
extent. Anesthetic Agents: In combination with
Bisoprolol, reflex tachycardia may be attenuated
and the risk of hypotension may be increased.
Cardiac glycosides (Digitalis): Concomitant use with
Bisoprolol may lead to a reduction of heart rate or
an increase of atrio-ventricular conduction time.

With food and others: The combination of bisoprolol
fumarate with foods rich in salts like sodium,
calcium and magnesium may reduce or negate the
blood pressure-lowering effect of bisoprolol
fumarate. It is better to avoid the intake of bisoprolol
fumarate with salt-rich foods.

Overdose:
The most common signs expected with overdose of
Bisoprolol & Amlodipine are bradycardia, hypotension,
bronchospasm, peripheral vasodilatation and reflex
tachycardia.

Storage:

Do not store above 30°C, protect from light &
moisture.

Keep out of the reach of children.

Packing:

Prelizer-AM™ 2.5/5 mg Tablet: Each box contains
(3X14's) 42 tablets in Alu-Alu blister pack.
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Radiant Pharmaceuticals Ltd.
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Tongi, Gazipur-1710, Bangladesh
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