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For the management and relief of anxiety, symptomatic relief of acute alcohol withdrawal, adjunctive therapy in the
management of partial seizures.
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4. CLINICAL PARTICULARS

4.2 Posology and route of administration

Pediatric population

Tranxal is not indicated for the management of partial seizures in pediatric patients under 9

years old.

Tranxal is not indicated for the management and relief of anxiety and symptomatic relief of

acute alcohol withdrawal in pediatric patients under 6 years old.

CONTRAINDICATIONS
o Hypersensitivity to the active substance or to any of the excipients listed in section 6.1.
o Patients with acute narrow angle glaucoma.
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WARNINGS

Use in Depressive Neuroses or Psychotic Reactions
Clorazepate dipotassium are not recommended for use in depressive neuroses or in psychotic
reactions.

Concomitant Use with CNS Depressants

Since clorazepate dipotassium has a central nervous system depressant effect, patients should be
advised against the simultaneous use of other CNS depressant drugs, and cautioned that the effects
of alcohol may be increased.




PRECAUTIONS

Patients taking clorazepate dipotassium for prolonged periods should have blood counts and liver
function tests periodically. The usual precautions in treating patients with impaired renal or hepatic
function should also be observed.

Extreme caution is recommended in patients with a history of alcoholism or other dependencies,
whether drug-related or not (see section 4.5 interaction with other medical products and other forms

of interaction).
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ADVERSE REACTIONS
The side effect most frequently reported was drowsiness. Less commonly reported (in descending
order of occurrence) were: dizziness, various gastrointestinal complaints, nervousness, blurred vision,
dry mouth, headache, and mental confusion. Other side effects included insomnia, transient skin
rashes, fatigue, ataxia, genitourinary complaints, irritability, diplopia, depression, tremor, and slurred
speech.
There have been reports of abnormal liver and kidney function tests and of decrease in hematocrit.
Decrease in systolic blood pressure has been observed.
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