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INFORMATION ABOUT ZALEPLON (SONATA) AND ZOLPIDEM (AMBIEN) (FORM 3–25)

Taking Your Medication
•
Take your medication exactly as instructed by your physician. Do not take more than the dose prescribed.
•
Zaleplon and zolpidem have a rapid onset of action and should only be taken immediately prior to going
to bed or during the night when there is difficulty falling asleep. Allow at least 4–6 hours of sleep before
resuming daily activities.
Use of Alcohol and Other Medications
Zaleplon and zolpidem are central nervous system (CNS) depressants that should not be taken with alcohol
or other CNS depressants (e.g., barbiturates, benzodiazepines, narcotic medications). They should only be taken
shortly before going to bed when needed for sleep. If alcohol or a CNS-depressant medication was consumed
prior to bedtime, do not take the sleep medication. Wait at least several hours to see if it is needed.
Some medications, including over-the-counter medicines, may adversely interact with zaleplon or zolpidem, and they should not be taken concomitantly. The drug interaction may lower the blood level of the
affected drug and decrease the drug’s effectiveness; or, it may elevate the blood level of the affected drug and
cause toxicity. Other depressants may increase zaleplon and zolpidem’s effects, resulting in excessive sedation, confusion, and impairment of coordination. Inform your doctor of all prescription and over-the-counter
medications you are taking. If you have questions about your medications, consult your physician or pharmacist.
Duration of Therapy
If possible, hypnotics should be used for the short-term treatment of insomnia, generally requiring no more
than 1–2 weeks of treatment. If the patient’s sleep disturbance is a wider symptom of a medical illness or
psychiatric disorder, treatment of that condition should be the primary goal. Some patients may require
longer than the recommended use of a hypnotic, but each case must be carefully evaluated and monitored to
prevent a developing dependency from chronic use.
In general, patients develop tolerance to hypnotics over the course of several weeks of continuous treatment.
Hypnotics become less effective for insomnia over time, and a larger dose may be needed to deliver the same hypnotic effect. With zaleplon and zolpidem, there is very little evidence of this side effect, and these hypnotics
may continue to be effective for 4–5 weeks, and perhaps for as long as 6 months.

POSSIBLE SIDE EFFECTS
•
•

•

Daytime drowsiness and fatigue. Daytime drowsiness and fatigue are infrequent with zaleplon or zolpidem. Their occurrence may indicate too large of a dose for the patient, especially for elderly patients.
Drowsiness and fatigue can be managed by reducing the bedtime dose.
Confusion, dizziness, loss of coordination, and memory impairment. Zaleplon and zolpidem may produce additive depressant effects when taken with other CNS depressants, including alcohol, narcotic
medications, and benzodiazepines. Excessive CNS-depressant effects may result in confusion, dizziness,
loss of coordination, and impairment of memory. Elderly patients may be particularly susceptible to
these side effects. Dosage reduction may be needed when zaleplon and zolpidem are coadministered
with other CNS-depressant medications.
Drug dependence and abuse. With regular and chronic use of zaleplon and zolpidem, there is a risk of
dependence. Withdrawal symptoms (see “Possible Adverse Reactions”) have occurred in patients after
long-term use of these agents when discontinued. Individuals with a history of alcohol or substance
abuse may be predisposed to a greater risk of dependency and abuse of zaleplon and zolpidem. However, when zaleplon and zolpidem are prescribed and carefully monitored under the care of the
physician, these medications are very safe.
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Warning: Zaleplon and zolpidem may cause drowsiness and sedation. They should be used at
bedtime when you expect to get 4–6 hours of sleep before engaging in daily activities. Exercise
caution when engaging in daily activities that require mental alertness, such as operating a motor
vehicle, until you are reasonably certain that your medication does not adversely affect your performance or impair your judgment.

POSSIBLE ADVERSE REACTIONS
•

•

•

Withdrawal symptoms. When zaleplon and zolpidem are abruptly discontinued after daily use for an extended period of time, patients may develop withdrawal symptoms. Withdrawal symptoms include anxiety, sweating, nausea, palpitations, fidgeting, jitteriness, poor concentration, and insomnia. Some of these
symptoms may be due to “rebound” effects from the medication (i.e., the original symptoms are made
worse upon cessation of the sleep medication).
Paradoxical reactions. Similar to the effects of alcohol and benzodiazepines in some patients, zaleplon
and zolpidem may precipitate a paradoxical reaction of excitation, stimulation, and loss of inhibition
(disinhibition). This reaction may lead to aggressive behavior, agitation, or behavior that seems out of
character for the individual. Patients who are susceptible to these reactions include the elderly, individuals with brain damage, and individuals with a history of aggressive or antisocial behavior.
Memory problems. There have been reports of amnesia in patients taking zaleplon and zolpidem. Generally, the patient may not remember what happened for several hours after taking the sleep medication. This
type of amnesia was reported when zaleplon or zolpidem was taken while traveling, especially during
airflight, and the individual woke up before the effect of the medication wore off. By allowing 7–8 hours of
sleep after taking zaleplon or zolpidem, memory problems are usually avoided.

PREGNANCY AND BREAST FEEDING
Zolpidem and zaleplon are classified in Categories B and C of the U.S. Food and Drug Administration (FDA)
Pregnancy Risk Categories, respectively. Zolpidem is in Category B because there is no evidence of risk in
humans. There are no adequate studies of zolpidem in pregnant women. However, animal studies showed some
adverse maternal and fetal effects from zolpidem. Zaleplon was placed in Category C because risk in humans
cannot be ruled out. There are no adequate studies of zaleplon in pregnant women to guide clinicians in determining the risk in humans; however, animal studies have demonstrated positive fetal risk in rats. It is recommended that women not use sedative-hypnotics during pregnancy. At birth, babies exposed to sedativehypnotics during pregnancy showed signs of withdrawal symptoms, including irritability, tremors, and respiratory
problems.
Both zaleplon and zolpidem are excreted in small amounts in breast milk. Women who are taking these sleep
medications should not breastfeed. It is unknown whether there are harmful effects to the nursing infant when
ingested.
If you have any questions about this handout, please consult your physician.

