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DIAPINE

Injection

Name and Strength of Active Ingredient
Diazepam Injection 10 mg/2 ml.

Product Description
Diapine Injection is a clear sterile solution of diazepam 10 mg 2 ml
ampoule suitable for intramuscular or intravenous injection.

Pharmacodynamics

In animals, diazepam appears to act on parts of the limbic system,
the thalamus and hypothalamus and induce calming effects.
Diazepam, unlike chlorpromazine and reserpine, had no
demonstrable peripheral autonomic blocking action, nor it
produce extrapyramidal side effect. Diazepam is a minor
tranquilizer or anxiolytic sedative of benzodiazepine group. It
acts on psychic function, behavior or experience and alter the
mental state by affecting the neurophysiological and biochemical
activity of the functional units of the CNS. It reduces pathologi-
cal anxiety, tension and agitation without therapeutic effect on
neurological symptoms.

Pharmacokinetics

Diazepam is rapidly absorbed from the gastro-intestinal tract.
Blood concentrations tend to be variable but doses of 10 mg by
oral have produced concentrations of up to 200 mg per ml.
Diazepam appears to be extensively bound to plasma proteins.
Diazepam is eliminated in a biphasic manner accounted for by its
initial distribution and subsequent conversion to active metabolites.
Desmethyldiazepam the major metabolite and the 3-hydroxy
derivative, temazepam have been detected in the blood. Up to
75% of a dose have been reported to be excreted in the urine as
conjugated oxazeapam. Diazepam diffuses across the placenta
and is excreted in the milk of nursing mothers.

Following the 1.V injection of 200 mcg per kg body weight in 12
children, similar concentrations were achieved in fat as in plasma
and these were unaffected by the use of halothane.

In a study in 4 patients, who had undergone biliary surgery,
biliary excretion of diazepam was insufficient to account for an
enterohepatic circulation of the drug. Mean peak serum-
diazepam concentrations in 6 healthy subjects given diazepam
20 mg .V, I.M and orally were 1600, 290, 490 mg respectively,
15, 60 and 30 minutes after administration.

Indications

For the management of anxiety disorders or for short term relief
of the symptoms of anxiety. Anxiety or tension associated with
the stress of everyday life.

In acute alcohol withdrawal Diapine may be used for the
symptomatic relief of acute agitation, tremor, impending or
acute delirium and hallucinosis. To ally apprehension before
medical procedures.

As an adjunct for the relief of skeletal muscle spasm due to
reflex spasm as well as in cases of status epilepticus and
recurrent convulsive seizures.

Recommended Dose

Moderate anxiety disorders: 2 to 5 mg IM or |V repeated 4 hourly.
Severe anxiety: 5 to 10 mg IM or IV repeated 4 hourly.

Muscle spasm: 5 to 10 mg IM or IV repeated 4 hourly.

Mode of Administration

By intramuscular or intravenous injection.

Recommended dilution is Diapine Injection 10 mg in at least 50 ml
of Normal Saline Solution (NSS) for intravenous infusion and
solution should be freshly prepared.

Contraindication

Diapine Injection is contraindicated in patients with known
hypersensitivities to this drug. Acute narrow angle glaucoma and
open glaucoma unless the patients are receiving the appropriate
therapy.

Special warning and precautions for use
Diapine is not of value in the treatment of psychotic patients and

Should not be employed in lieu of appropriate treatment. As is true
of most preparations containing CNS acting drugs, patients
receiving occupations requiring mental alertness such as operating
machinery or motor vehicle.

As with other agents with anticonvulsant activity, when Diapine
is used as an adjunct in treating convulsive disorder, the possibility
of an increase in frequency and/or severity of grandma seizures
may require an increase in dosage of standard anticonvulsant
medication.

Abrupt withdrawal of Diapine in such cases may also be associated
with a temporary in the frequency and/or severity of seizures.
When using intravenously caution must be taken to reduce the
possibility of venous thrombosis, phlebitis, local irritation,
swelling and rarely vascular impairment. The solution should be
injected slowly, taking one minute for each 5 mg. Do not use
small veins and extreme care should be taken to avoid
intra-arterial administration or extravasation.

Do not mix or dilute Diapine with other solutions or drugs in the
syringe or infusion flask. Extreme care should be taken in
administering Diapine Injection to the elderly or very ill patient,
particularly by the 1.V route.

Concomitant use of barbiturates, alcohol and other CNS
depressants increases depression with increased risk of apnea.
Resuscitative equipment including those necessary to support
respiration should be readily available.

As tolerance and dependence may be acquired over prolonged
use, caution should be exercised to prevent such occurrence.

Interaction with other medicament.
Not applicable.

Pregnancy and lactation

Neonates exposed to antipsychotic drugs during the third
trimester of pregnancy are at risk for extrapyramidal and/or
withdrawal symptoms following delivery. There have been
reports of agitation, hypertonia, hypotonia, tremor, somnolence,
respiratory distress and feeding disorder in these neonates.
These complications have varied in severity; while in some cases
symptoms have been self-limited, in other cases neonates have
required intensive care unit support and prolonged hospitalization.
Diapine Injection should be used during pregnancy only if the
potential benefit justifies the potential risk to the fetus.

Side effects

Side effects include nausea, vomiting, mental confusion,
drowsiness, ataxia, allergic reactions, rashes and changes in
libido.

Overdose and Treatment

Manifestation of overdoses includes somnolence, confusion,
coma and diminished reflexes. Respiration pulse and blood
pressure should be monitored as in all cases of drug over dosage.
General supportive measures should be employed along with 1V
fluids and an adequate airway maintained. Hypotension may be
treated with the appropriate measures. Dialysis is of limited
value.

Storage condition
Store below 30°C, Protect from light.

Dosage forms and packaging available
Ampoule 2 ml (10 mg) boxes of 10 and 50 ampoules.

Name and Address of Manufacture

Atlantic Laboratories Corporation Ltd.

111 Moo 7, Bang Phli Noi, Bang Bo, Samut Prakan 10560
Thailand.

Product Registration Holder

Atlantic Laboratories (M) Sdn. Bhd.

S-G-11, Gaya Resort Homes, Persiaran Kemuning
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