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Bislol® Max

Bisoprolol Fumarate USP + Amlodipine

Description
Bislol® Max is a combination of Bisoprolol Fumarate and Amlodipine, which is indicated for the management of hypertension.

Mode of action: Bisoprolol is a highly selective Beta-1 blocker, which inhibits the catecholamine stimulation resulting a reduction of cardiac output and thus
reduces the blood pressure. Avoiding the inhibition of beta-2 receptor-mediated actions (only show very low affinity) helps to avoid undesirable side-effects
on lung function, peripheral circulation, serum lipids and carbohydrate metabolism.

Amlodipine blocks the movement of calcium through calcium channel and thereby relaxes vascular smooth muscle and dilates coronary and peripheral
arteries. Thus Amlodipine lowers blood pressure and anginal pain.

Pharmacokinetics

Absorption and bioavailability: More than 90% of Bisoprolol is absorbed from the gastrointestinal tract. The bioavailability of Bisoprolol is 88%.
Amlodipine is well absorbed with peak blood levels between 6-12 hours after oral administration. Absolute bioavailability of Amlodipine after oral
administration is between 64-80%. Concomitant food intake does not affect the absorption. Distribution: The volume of distribution of Bisoprolol &
Amlodipine is approximately 3.5 L/Kg & 21 L/Kg respectively. Approximately 97.5% of circulating Amlodipine is bound to plasma proteins. Metabolism:
Approximately 95% of Bisoprolol metabolites are renally eliminated and 2% are eliminated via feces. 60% of metabolites of Amlodipine are excreted in the
urine. Elimination: The total clearance of Bisoprolol is approximately 15 L/h. Bisoprolol has an elimination half life of 10-12 hours. The elimination half-life
of Amlodipine is about 35-50 hours and is consistent with once daily dosing.

Composition
Bislol® Max 2.5/5 mg Tablet: Each film coated tablet contains Bisoprolol Fumarate USP 2.5 mg & Amlodipine 5 mg.

Indications
The combination of Bisoprlol Fumarate & Amlodipine is highly indicated for the treatment of hypertension & angina. Also indicated for those patients who
didn’t manage to control their high blood pressure by taking the same doses but as different tablets.

Dosage & administration
Starting Dose: 2.5/5 mg Once Daily. 2 tablets per day has been documented in various clinical trials.

Contraindications: Bisoprolol is contraindicated in patients with cardiogenic shock, overt cardiac failure, second or third degree AV block and marked sinus
bradycardia. Amlodipine is contraindicated in patients with a known sensitivity to Dihydropyridines, Amlodipine or any of the excipients. It should not be used
in cardiogenic shock, clinically significant aortic stenosis and unstable angina (excluding Prinzmetal's angina).

Side effects
The following are some of the side effects that are known to be associated with this combination: Fatigue, dizziness, headache, nausea, vomiting, diarrhoea,
constipation, muscle weakness or cramps, bradycardia, flushing, palpitation, hypotension, peripheral edema etc.

Use in pregnancy & lactation
According to USFDA, both Bisoprolol and Amlodipine is pregnancy category C. This combination should be used during pregnancy only if the potential
benefit justifies the potential risk to the fetus. Limited data suggest that this combination could be unsafe during lactation.

Precautions

Use caution in patients with renal ( Creatinine clearance <20 mL/min) or hepatic impairment, Bronchospasm.

Risk of Anaphylactic Reaction: While taking beta-blockers, patients with a history of severe anaphylactic reaction to a variety of allergens may be more
reactive to repeated challenge, accidental, diagnostic, or therapeutic. Such patients may be unresponsive to the usual doses of epinephrine used to treat
allergic reactions.

Amlodipine should be used with caution in patients with poor cardiac reserve, severe aortic stenosis and hepatic impairment.

Drug interactions

Bisoprolol Fumarate should not be taken with other beta-blockers. Amiodarone, Lidocaine may violate the AV conduction. If any patients take drugs like
Clonidine or Methyldopa with Bisoprolol, they should withdraw Bisoprolol before withdrawing these drugs to avoid “Rebound hypotension”.

Use of Amlodipine with thiazide diuretics, beta-blockers, nitrates, nitroglycerin, nonsteroidal anti-inflammatory drugs, antibiotics and hypoglycemic drugs for
oral administration is considered safe. CYP3A4 inducers like rifampicin should be used with caution along with Amlodipine.

Over dosage
The most common signs expected with over dosage are bradycardia, hypotension, congestive heart failure, bronchospasm, and hypoglycemia.

Storage : Store in a cool (Below 25° C temperature) and dry place protected from light.
Packaging: Bislol® Max 2.5/5 mg Tablet: Each carton contains 14X3 tablets in blister pack in Alu-Alu sachet.
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Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
!deas for healthcare ® Registered Trade Mark.

0603-01



