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Zolpidem Zolpidem Zolpidem Zolpidem Zolpidem Zolpidem Zolpidem Zolpidem

Zolpidem
F.C.Tablets
Category:
Sedative-hypnotic.
Indications:

Insomnia (treatment). Zolpidem is indicated for short-term treatment of insomnia.
Pharmacology/Pharmacokinetics:

Zolpidem is a potent agonist with high intrinsic activity at the omega 1 subtype
(also called the benzodiazepine 1 [BZ 1] subtype) of the gamma-aminobutyric
acid type A (GABA A) receptor-chloride ionophore complex. Zolpidem rapidly
and completely absorbed through Gl tract, also first-pass metabolism results
in 70% bioavailability. Zolpidem is distributed into breast milk; amounts ranging
from 0.004 to 0.019% of a 20-mg oral dose were present in milk. Its Protein
binding is Very high (92%). Hepatic metabolism resulting in 3 major and
several minor metabolites, all of which are inactive. It eliminates (48 to 67%
renal) 2 to 6 hours. Zolpidem onset of action is rapid with the t,, of 30
minutes to 2 hours.

Pregnancy & Breast-feeding:

FDA Pregnancy: Category C; the effect of zolpidem on the infant is not known.
Drug interactions and/or related problems:

Note: Combinations containing any of the following medications, depending
on the amount present, may also interact with this medication.

Alcohol and CNS depression-producing medications: concurrent use may
increase the CNS depressant effects of either these medications or zolpidem;
caution is recommended, and dosage of one or both agents should be reduced.
Chlorpromazine: concurrent use may prolong elimination half-life of
chlorpromazine.

Imipramine: concurrent use may increase drowsiness and incidence of
anterograde amnesia, and decrease peak concentrations of imipramine.
Medical considerations/Contraindications:

Risk-benefit should be considered when the following medical problems exist
Alcohol intoxication, hepatic function impairment, mental depression,
pulmonary disease, severe chronic obstructive, renal function impairment,
Sensitivity to zolpidem, Sleep apnea, established or suspected.
Side/Adverse Effects:

Those indicating need for medical attention:

Incidence less frequent: Ataxia, confusion, mental depression.

Incidence rare: Allergic reaction or rash; anaphylaxis, falling hypotension,
paradoxical reactions, including agitation, or irritability; hallucinations, or
insomnia.

Those indicating need for medical attention only if they continue or are bothersome:

Common: sleepiness and abnormal drowsiness.

Incidence less frequent: Abnormal dreams, including nightmares; anterograde
amnesia; daytime drowsiness; dizziness; lightheadedness; or vertigo; drugged
feelings; dryness of mouth; gastrointestinal effects, including abdominal or
gastric pain; diarrhea; nausea or vomiting; headache; malaise; vision;
abnormalities; including diplopia.

Those indicating possible withdrawal and/or the need for medical attention,
(if they occur after medication is discontinued, usually within 48 hours):
Abdominal or stomach cramps or discomfort; agitation; nervousness, or feelings
of panic; flushing lightheadedness; muscle cramps; nausea; psychotic
exacerbation; (worsening of mental or emotional problems); seizures;
sweating; tremors; uncontrolled crying; unusual tiredness or weakness; or vomiting.
Overdose:

Clinical effects of overdose: Ataxia,cardiovascular compromise, diplopia, or
disturbed vision, dizziness, drowsiness, nausea, respiratory problems,
unconsciousness, vomiting.

Treatment of overdose: Treatment is essentially symptomatic and supportive.
General Dosing Information:

Geriatric or debilitated patients; or patients with hepatic or renal function
impairment should receive decreased initial dosage.

Individual dosage adjustments should be made; the minimal effective dose
should be used. Because of zolpidem's rapid onset of action, the patient
should be ready for sleep when the dose is taken.

Zolpidem should be taken only when the patient's schedule will allow for a
full night's sleep (7 to 8 hours).

Following prolonged administration, zolpidem should be withdrawn gradually
to lessen the possibility of precipitating withdrawal symptoms.

Dosing:

Usual adult dose: Hypnotic10 mg at bedtime

Usual pediatric dose (Children up to 18 years of age): Safety and efficacy have
not been established.

Usual geriatric dose: Initially 5 mg at bedtime, the dosage being adjusted
as needed and tolerated (Up to 10 mg a day).

How supplied:

5 and 10 mg film coated tablets, 10 blisters of 10's in a folding box with an
insert leaflet.

Storage:

Store below 30°C, protect from direct sunlight and moisture.

V7 Manufactured by Marham Daru Co.
Tehran-Iran
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