Description Chemical name: 2-diethylaminoethyl-bicyclohexyl-1-carboxylate hydrochloride.

Indications Treatment of functional gastrointestinal tract conditions involving smooth muscle spasm such as irritable
colon or irritable bowel syndrome.

Contraindications Known idiosyncrasy to dicyclomine hydrochloride. Should not be used in patients with obstructive
uropathy, obstructive disease of the gastrointestinal tract, paralytic ileus and intestinal atony, severe ulcerative colitis, and
myasthenia gravis. Infants less than 6 months of age.

Warnings There are reports of infants who, in their first three months of life, were given dicyclomine hydrochloride syrup
and evidenced respiratory symptoms (breathing difficulty, shortness of breath, breathlessness, respiratory collapse,
apnoea), as well as seizures, syncope, asphyxia, pulse rate fluctuations, muscular hypotonia, and coma. In some
instances, these symptoms occurred within minutes of ingestion and lasted up to 20 to 30 minutes. The symptoms were
reported in association with dicyclomine hydrochloride syrup therapy but the cause and effect relationship has neither
been disproved nor proved. The timing and nature of the reactions suggest that they may have been a consequence of
local irritation and aspiration. Worldwide, a few deaths have been reported in infants three months of age or less who
had been given dicyclomine hydrochloride syrup. Two of these were reported to have been associated with excessively
high dicyclomine blood levels. Although no causal relationship between these effects observed in infants and dicyclomine
administration has been established, dicyclomine hydrochleride is contraindicated in infants six months of age or less
(see Contraindications).

Precautions Products containing dicyclomine hydrochloride should be used with caution in any patient with, or suspected
of having, glaucoma or prostatic hypertrophy (do not exceed 80 mg/day in such patients).

Use in pregnancy. Reproductive studies have been performed in rats and rabbits given oral doses of dicyclomine. There
is no evidence of impaired fertility or harm to the fetus. Since the risk of teratogenicity cannot be excluded with absolute

certainty, the drug should be used during pregnancy only if clearly indicated.
Use in lactation. Since dicyclomine hydrochloride has been reported to be secreted in human milk, dicyclomine

preparations should not be taken by breastfeeding mothers.

Adverse Reactions Anticholinergics/antispasmodics produce certain effects which may be physiological or toxic
depending upon the individual patient's response. ,

Adverse reactions may include apnoeic attacks in infants (causal association not established, see Warnings); dry mouth,
urinary hesitancy and retention; blurred vision and tachycardia, palpitations; mydriasis, cycloplegia, increased ocular
tension: loss of taste: headache, nervousness, drowsiness, weakness, dizziness, insomnia; nausea, vomiting; impotence;
suppression of lactation; constipation, bicated feeling; severe allergic reaction or drug idiosyncrasies including .
anaphylaxis; urticaria and other dermal manifestations; some degree of mental confusion and/or excitement, especially in

elderly persons; and decreased sweating.

Dosage and Administration Dosage should be adjusted to individual patient needs.
Adults. 10 to 40 mg three to four times daily. Do not exceed 160 mg daily.

Children. 2 to 12 years. 10 mg three to four times daily.

Infants 6 months to 2 years. 5 to 10 mg three to four times daily, 15 minutes before feeding. Do not exceed 40 mg daily
Syrup must be diluted with an equal volume of water. .
Overdosage Symptoms of dicyclomine hydrochioride overdosage are headache, dizziness, nausea, dry mouth, difficulty
in swallowing, dilated pupils and hot, dry skin.

Treatment may include emetics, gastric lavage and symptomatic therapy if indicated.

Presentation Tablets, 20 mg (white, marked M): 100's.

Syrup, 5 mg/5 mL (raspberry flavoured): 100 mL.

See Product Identification Guide. Merbentyl 20 mg.

Poison Schedule Tablets: S4. Syrup: S2.
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