
Alprazolam Orally Disintegrating Tablets (alprazolam) - Drug Summary
Par Pharmaceutical, Inc.

PDR Search type drug name here... GO

Home / Alprazolam Orally Disintegrating Tablets Drug Information  / Drug Summary email print
Advertisement

Alprazolam
(alprazolam)

COMMON BRAND NAMES
Niravam (Discontinued), Alprazolam

THERAPEUTIC CLASS
Benzodiazepine

DEA CLASS
CIV

ADULT DOSAGE & INDICATIONS
Generalized Anxiety Disorder
Initial: 0.25-0.5mg tid
Titrate: May increase at intervals of 3-4 days
Max: 4mg/day in divided doses
Periodically reassess need for continued treatment

Panic Disorder
W/ or w/o Agoraphobia:
Initial: 0.5mg tid
Titrate: May increase in increments of no more than 1mg/day at intervals of 3-4 days; slower titration to dose
levels >4mg/day may be advisable
Advance dose until acceptable therapeutic response is achieved, intolerance occurs, or max recommended
dose is attained
Maint: For patients receiving >4mg/day, periodically reassess treatment and consider dose reduction
Range: 1-10mg/day

DOSING CONSIDERATIONS
Hepatic Impairment
Advanced Liver Disease:
Initial: 0.25mg bid-tid; if adverse reactions occur, may lower initial dose
Titrate: May gradually increase if needed/tolerated

Elderly
Elderly or Patients w/ Debilitating Disease:
Initial: 0.25mg bid-tid; if adverse reactions occur, may lower initial dose
Titrate: May gradually increase if needed/tolerated

Discontinuation
Generalized Anxiety Disorder: 
Gradually reduce when discontinuing therapy/decreasing daily dosage. Decrease by no more than 0.5mg every
3 days; some patients may require an even slower dosage reduction
Panic Disorder:
Avoid abrupt discontinuation and gradually reduce dose when discontinuing therapy/decreasing daily dosage
Decrease by no more than 0.5mg every 3 days; some patients may require an even slower dosage reduction
If significant withdrawal symptoms develop, reinstitute previous stable dosing schedule; after stabilization,
consider less rapid discontinuation schedule
Some patients may prove resistant to all discontinuation regimens

ADMINISTRATION
Oral route
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Just prior to administration, remove tab from blister w/ dry hands
Immediately place tab on top of tongue where it will disintegrate and will be swallowed w/ saliva

HOW SUPPLIED
Tab, Disintegrating: 0.25mg*, 0.5mg*, 1mg*, 2mg* *scored

CONTRAINDICATIONS
Acute narrow-angle glaucoma, coadministration w/ potent CYP3A4 inhibitors (eg, ketoconazole, itraconazole).

WARNINGS/PRECAUTIONS
Caution w/ administration and size of prescription in severely depressed patients or those in whom there is
reason to expect concealed suicidal ideation or plan. Seizures, including status epilepticus, reported w/ dose
reduction or abrupt discontinuation. Use may lead to physical and psychological dependence; prescribe for short
periods and periodically reassess the need for continued treatment. Increased risk of dependence w/ doses
>4mg/day, treatment for >12 weeks, and in panic disorder patients. May cause fetal harm. Avoid use during 1st
trimester of pregnancy; may increase risk of congenital abnormalities. May impair mental/physical abilities.
Hypomania and mania reported in patients w/ depression. Early morning anxiety and emergence of anxiety
symptoms between doses reported; give same total daily dose divided as more frequent administrations.
Withdrawal reactions may occur when dosage reduction occurs; reduce dose or d/c therapy gradually. Has a
weak uricosuric effect. Decreased systemic elimination rate w/ alcoholic liver disease and obesity. Deaths
reported in patients w/ severe pulmonary disease shortly after the initiation of therapy. Caution w/ impaired
renal/hepatic/pulmonary function, elderly, and debilitated. Diseases that cause dry mouth or raise stomach pH
might slow tab disintegration or dissolution, resulting in slowed or decreased absorption.

ADVERSE REACTIONS
Sedation, impaired coordination, dysarthria, decreased/increased libido, fatigue/tiredness, dry mouth, irritability,
memory impairment, increased/decreased appetite, cognitive disorder, weight gain/loss, constipation,
lightheadedness.

DRUG INTERACTIONS
See Contraindications. Not recommended w/ azole-type antifungals. Caution w/ alcohol, other CNS depressants,
diltiazem, INH, macrolide antibiotics (eg, erythromycin, clarithromycin), grapefruit juice, sertraline, paroxetine,
ergotamine, cyclosporine, amiodarone, nicardipine, nifedipine, and other CYP3A inhibitors. Additive CNS
depressant effects w/ psychotropics, anticonvulsants, antihistaminics, alcohol, and other drugs that produce
CNS depression. Concomitant use w/ drugs that cause dry mouth or raise stomach pH might slow disintegration
or dissolution of alprazolam, resulting in slowed or decreased absorption. May increase plasma levels of
imipramine and desipramine. Nefazodone, fluvoxamine, and cimetidine may increase levels; consider dose
reduction of alprazolam. Fluoxetine and oral contraceptives may increase levels; use w/ caution. CYP3A
inducers (eg, carbamazepine) and propoxyphene may decrease levels.

PREGNANCY AND LACTATION
Category D, not for use in nursing.

MECHANISM OF ACTION
Benzodiazepine; not established. Binds to GABA receptors in the brain and enhances GABA-mediated synaptic
inhibition; such actions may be responsible for the efficacy in anxiety disorder and panic disorder.

PHARMACOKINETICS
Absorption: Readily absorbed; Cmax=8-37ng/mL (0.5-3mg); Tmax=1.5-2 hrs. Distribution: Plasma protein
binding (80%); crosses placenta; found in breast milk. Metabolism: Extensive. Liver via CYP3A4; 4-
hydroxyalprazolam and α-hydroxyalprazolam (major metabolites). Elimination: Urine; T1/2=12.5 hrs.

ASSESSMENT
Assess for drug hypersensitivity, acute narrow-angle glaucoma, depression, suicidal ideation,
renal/hepatic/pulmonary impairment, debilitation, obesity, diseases that cause dry mouth or raise stomach pH,
history of alcohol/substance abuse, history of seizures/epilepsy, pregnancy/nursing status, and possible drug
interactions.

MONITORING
Monitor for dependence, rebound/withdrawal symptoms (eg, seizures), early morning anxiety and emergence of
anxiety symptoms between doses, CNS depression, hypomania/mania, suicidality, and other adverse reactions.
Periodically reassess usefulness of therapy.

PATIENT COUNSELING
Instruct on how to administer tab. Advise to inform physician about any alcohol consumption, medicines taken,
and pregnancy/nursing status. Instruct to avoid alcohol during treatment. Advise not to drive or operate
dangerous machinery until familiar with the effects of therapy. Advise not to increase/decrease dose or abruptly
d/c therapy w/o consulting physician; instruct to follow gradual dosage tapering schedule. Inform of risks
associated w/ doses >4mg/day.

STORAGE
20-25°C (68-77°F); excursions permitted between 15-30°C (59-86°F). Protect from moisture.
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