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et VERAPAMIL HYDROCHLORIDE injection
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INDICATIONS AND USAGE

Verapamil is indicated for the treatment of supraventricular tachyarrhythmias, including:

+ Rapid conversion to sinus rhythm of paroxysmal supraventricular tachycardias, including those
associated with accessory bypass tracts (Wolff-Parkinson-White [WPW] and
Lown-Ganong-Levine [LGL] syndromes). When clinically advisable, appropriate vagal maneuvers
(e.g., Valsalva maneuver) should be attempted prior to Verapamil administration.

+ Temporary control of rapid ventricular rate in atrial flutter or atrial fibrillation, except when the
atrial flutter and/or atrial fibrillation are associated with accessory bypass tracts
(Wolff-Parkinson-White [WPW] and Lown-Ganong-Levine [LGL] syndromes).

In controlled studies in the U.S., about 60% of patients with supraventricular tachycardia converted
to normal sinus rhythm within 10 minutes after intravenous Verapamil hydrochloride.
Uncontrolled studies reported in the world literature describe a conversion rate of about 80%. About
70% of patients with atrial flutter and/or fibrillation with a fast ventricular rate respond with a
decrease in heart rate of at least 20%. Conversion of atrial flutter or fibrillation to sinus rhythm is
uncommon (about 10%) after Verapamil hydrochloride and may reflect the spontaneous conversion
rate, since the conversion rate after placebo was similar. The effect of a single injection lasts for
30-60 minutes when conversion to sinus rhythm does not occur.

Because a small fraction (<1.0%) of patients treated with Verapamil hydrochloride respond with
life-threatening adverse responses (rapid ventricular rate in atrial flutter/fibrillation with an
accessory bypass tract, marked hypotension, or extreme bradycardia), the initial use of intravenous
Verapamail hydrochloride should, if possible, be in a treatment setting with monitoring and
resuscitation facilities, including DC-cardioversion capability. As familiarity with the patient’s
response is gained, an office setting may be acceptable.

Cardioversion has been used safely and effectively after intravenous Verapamil.
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DOSAGE AND ADMINISTRATION

For intravenous use only. VERAPAMIL SHOULD BE GIVEN AS A SLOW INTRAVENOUS
INJECTION OVER AT LEAST A TWO-MINUTE PERIOD OF TIME UNDER CONTINUOUS ECG
AND BLOOD PRESSURE MONITORING. The recommended intravenous doses of Verapamil are
as follows:

Adult: Initial dose—5-10 mg (0.075-0.15 mg/kg body weight) given as an
intravenous bolus.

Repeat dose—10 mg (0.15 mg/kg body weight) 30 minutes after the first dose
if the initial response is not adequate.

Older patients—The dose should be administered over at least 3 minutes to
minimize the risk of untoward drug effects.

Pediatric: Initial dose

0-1 year: 0.1-0.2 mg/kg body weight (usual single dose range: 0.75-2 mg)
should be administered as an intravenous bolus.

1-15 years: 0.1-0.3 mg/kg body weight (usual single dose range: 2-5 mg)
should be administered as an intravenous bolus. Do not exceed 5 mg.

Repeat dose

0-1 year: 0.1-0.2 mg/kg body weight (usual single dose range: 0.75-2 mg) 30
minutes after the first dose if the initial response is not adequate.

1-15 years: 0.1-0.3 mg/kg body weight (usual single dose range: 2-5 mg) 30
minutes after the first dose if the initial response is not adequate. Do not
exceed 10 mg as a single dose.

Note: Parenteral drug products should be inspected visually for particulate matter and
discoloration prior to administration, whenever solution and container permit. Use only if solution
is clear and vial seal is intact. Unused amount of solution should be discarded immediately
following withdrawal of any portion of contents.

For stability reasons this product is not recommended for dilution with Sodium Lactate Injection
USP in polyvinyl chloride bags. Admixing intravenous Verapamil with albumin, amphotericin B,
hydralazine HCI, and trimethoprim with sulfamethoxazole should be avoided. Verapamil will
precipitate in any solution with a pH above 6.0.
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Drug Name Category
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F—A NZ U7 D545 (An Australian categorization of risk of drug use in pregnancy)
Category C :

Drugs which, owing to their pharmacological effects, have caused or may be suspected of
causing, harmful effects on the human fetus or neonate without causing malformations.

These effects may be reversible. Accompanying texts should be consulted for further details.
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