DIMESTIL oo X

/A PHARMA

Composition:

Each 1 ml DIMESTIL Oral Drops contains:
Dimetindene Maleate 1 mg.

Pharmacological Properties & Mechanism of Action:
Dimetindene Maleate is a H -receptors antagonist with
high affinity for these receptors.

In addition, Dimetindene Maleate has shown a weak an-
ticholinergic activity. It considerably reduces the hyper
permeability of the capillaries which are associated with
immediate hypersensitivity reactions.
Pharmacokinetics:

The bioavailability of Dimetindene Maleate taken as oral
drops is approximately 70%. Peak serum concentrations
of Dimetindene Maleate are reached within two hours.
Approximately 90% of Dimetindene Maleate is bound
to human plasma proteins. Metabolic reactions involve
the addition of hydroxyl and methoxyl to the compound.
The half-life of elimination is about six hours. Dimetin-
dene Maleate and its metabolites are eliminated by both
the biliary and urinary routes.

Indications:

DIMESTIL drops are used in:

- Symptomatic treatment of drug and food allergies.

- Reducing itching caused by various factors: Endog-
enous pruritus, eczema, skin itching, insect bites, an-
gioedema, chicken pox, urticaria.

- Reducing seasonal fever (hay fever) and perennial al-
lergic rhinitis.

Contraindications:

- Hypersensitivity to Dimetindene Maleate or any com-
ponents of the product.

- Infants less than one month of age, particularly pre-
mature.

Warnings & Precautions:

DIMESTIL is recommended to be used with caution in:
- Patients with glaucoma, urinary retention associated
with prostatic hyperplasia, bronchial asthma, chronic
obstructive pulmonary diseases, epilepsy.

- Infants aged less than 1 year: The sedative effect may
be associated with episodes of sleep apnoea.

- DIMESTIL are ineffective in case of itching associated
with cholestasis.

Pregnancy & Lactation:

Pregnancy: Pregnancy category B. DIMESTIL can be
administration during pregnancy only according to the
doctor’s recommendations.

Lactation: The use of DIMESTIL is not recommended
during breast feeding.

Drug Interactions:

- The sedative effect of central nervous system depres-
sants, such as sedatives, hypnotics and alcohol may be
enhanced when used concomitantly with DIMESTIL.

- Coadministration of MAOIs may increase the anticho-
linergic and CNS depressant effects of antihistamines;
therefore, simultaneous use is not recommended.

- Concomitant administration of tricyclic antidepressants
and anticholinergic drugs may enhance the anticholiner-
gic effect of antihistamines, increasing the risk of urinary
retention.

Side Effects:

The side effects include: Somnolence, nausea, dry
mouth/dry throat, headache, dizziness, excitability, oede-
ma, skin rash, muscle spasms and dyspnea.

Driving & Using Machines:

Demestil may decrease alertness in some patients.
Therefore, it is not recommended for use while driving,
operating machinery, or performing other tasks requiring
alertness.

Dosage & Administration:

Adults and children over 12 years of age: 20-40 drops in
the mouth, three times a day (1-2 ml) (20 drops = 1 ml
contains 1 mg Dimetindene maleate).

Children:

The usual dose is about 0.1 mg\kg of body weight\day.

- Infants aged one month to one year: 3-10 drops in the
mouth, three times daily.

- Children aged 1 to 3 years: 10-15 drops in the mouth,
three times daily.

- Children aged 3 to 12 years: 15-20 drops in the mouth,
three times daily.

Overdose:

Symptoms: Symptoms and signs of overdose with
H, -antihistamines may include: CNS depression with
drowsiness (mainly in adults), CNS stimulation and an-
timuscarinic effects (especially in children), including
excitement, ataxia, hallucinations, tremors, convulsions,
urinary retention and fever. Hypotension, coma and car-
diorespiratory collapse may follow.

Treatment: There is no specific antidote for overdose
with antihistamines. The usual emergency assistance
must be undertaken, including activated charcoal, saline
laxative and usual cardiorespiratory supportive meas-
ures. Stimulants should not be used; vasopressors may
be used to treat hypotension.

Storage:

Keep out of reach of children. Store below 25 °C.
Packaging:

Each carton contains 20 mL of DIMESTIL oral drops
solution, packed in an amber glass bottle with a nominal
capacity of 30 mL.
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