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Category:
Nitrazepam is a benzodiazepine to being indicated as a sedative-hypnotic and an-
ticonvulsant. 
Action:
The exact mechanism of action is unknown. It is believed that Nitrazepam enhances 
or facilitates the inhibitory neurotransmitter action of GABA, which is one of the 
major inhibitory neurotransmitters in the brain and mediates both pre-and post- syn-
aptic inhibition in all regions of CNS, following interaction between the benzodi-

receptor stimulation increases inhibition and blocks both cortical and limbic arousal 
following stimulation of the brain stem reticular formation.
Pharmacokinetics:
Absorption of Nitrazepam is rapid.
Short to intermediate half-life benzodiazepine.
Accumulation is minimal during repeated dosing.
Steady- state plasma concentration usually attained within a few (2 to 3) days.
Elimination rapid following discontinuation of therapy.
Indication:
Zipex® is used as a hypnotic in the short-term management of Insomnia.
Zipex® has also been used in epilepsy notably for infantile spasms.
Contraindication:
Hypersensitivity to Nitrazepam or any component of the formulation.
(Cross-sensitivity with other benzodiazepines may exist)
Narrow-angle glaucoma.
Children < 6 months of age (oral)
Children < 30 days of age (parenteral)
Porphyria (1,2)
Dosage:
-Usual adult dose
sedative hypnotic: oral 5 or 10mg at bedtime.
Note: Debilitated patients - oral, initially 2.5mg, the dosage being increased as 
needed and tolerated up to 5mg.
-Usual pediatric dose
Anticonvulsant: children up to 30kg - oral, initially the dosage should be below the 
usual recommended dosage of 0.3mg to 1 mg per kg of body weight per day given 
in the three divided doses to determine response and tolerance. The dosage may be 
increased above the recommended range gradually, as needed and tolerated.
Note: If doses are not equally divided, the larger dose should be given at bedtime.
-Usual geriatric dose
Sedative-hypnotic: Oral-initially 2.5mg, the dosage being increased as needed and 
tolerated up to 5mg.
Pregnancy:
Because Zipex®

trimester of pregnancy, should be avoided.
Breast feeding:
Zipex® is distributed in to breast milk, so, don’t use this if you are lactating.
Precautions:
If Zipex® is to be combined with other psychotropic agents or anticonvulsants or 
CNS depressants, After prolonged use, before discontinuing, gradual reduction 
maybe necessary to avoid the possibility of withdrawal symptoms.
Because Zipex® may cause drowsy, dizzy and unsteady, driving and using ma-
chines or doing anything else that need to attention, could be dangerous.
Drug interaction:
Other drugs that have CNS depressant properties, include alcohol, antidepressants, 
antipsychotics, sedative antihistamines
Cimetidine.
Oral estrogen-containing contraceptives.
Adverse reactions:
Drowsiness, sedation, muscle weakness, and ataxia are the most frequent adverse 
effects and less frequent effects include vertigo, headache, confusion, depression, 
slurred or dysarthria, changes in libido, tremor, visual disturbances, urinary reten-
tion or incontinence, gastrointestinal disturbance, changes in salvation and amnesia.
How supplied:
Zipex® 5mg scored tablets are supplied in pack of 30 tablets. (3 blisters)
Storage conditions:
Store below 30°C, protect from light and moisture.

Manufactured by Aburaihan  pharmaceutical Co. 
Tehran-Iran

Zipex® Scored Tablet
Nitrazepam 5 mg
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