FUCON® SYRUP 1MG/mL

Ingredient(s):
Each 5mL contains:

Hyoscine-N-Butylbromide
Methyl Paraben ...
Propyl Paraben ....

..5mg
. 9mg (as preservative)
.. 1mg (as preservative)

Pharmacology (Summary of Pharmacodynamic and Pharmacokinetic):

Pharmacodynamic:

Hyoscine-N-Butylbromide exerts a spasmolytic action on the smooth muscle of the
gastrointestinal, biliary and genitourinary tracts. As a quaternary ammonium derivative, it does not
enter the central nervous system (CNS). Therefore, anticholinergic side effects at the CNS do not
occur. Peripheral anticholinergic action results from a ganglion-blocking action within the visceral
wall as well as from an antimuscarinic activity.

Pharmacokinetic:

Hyoscine-N-butylbromide is highly polar, and hence, only partially absorbed following oral (8%) or
rectal (3%) administration. The systemic availability was found to be <1%.

Nevertheless, despite the briefly measurable low blood levels, relatively high local concentrations
of hyoscine-N-butylbromide and/or its metabolites have been observed in the gastrointestinal
tract, gall bladder, bile ducts, liver and kidneys. Hyoscine-N-butylbromide does not pass the
blood-brain barrier and its binding to plasma protein is low. The main metabolites found in urine
bind poorly to the muscarinic receptor.

Indication(s):
Gastro-intestinal tract spasm, spasm and dyskinesia of the biliary system, genito-urinary tract
spasm.

Dosage and Administration:
Adult and children >6 years: 10mL three times daily
To be taken orally with or without food.

Route of administration:
Oral

Contraindications:

Glaucoma;

Gastric or duodenal ulcer, urinary retention;
Prostatic enlargement;

Paralytic ileus, pyloric stenosis.

Side Effect(s) / Adverse Reaction(s):

Anticholinergic side effects of this product are generally mild and self-limited.

1) Immune System Disorders: Anaphylactic reactions with episodes of dyspnoea and
anaphylactic shock, skin reactions and other hypersensitivity.

2) Cardiac Disorders: tachycardia.

3) Gastrointestinal Disorders: Dry mouth.

4) Skin and Subcutaneous Tissue Disorders: Dyshidrosis.

5) Renal and Urinary Disorders: Urinary retention

Precaution(s) / Warning(s):

1) Tachycardia, cardiac insufficiency.

2) Pregnancy and lactation

3) May impair ability to drive or operate machinery.

4) This product contains aspartame and is unsuitable for phenylketonurics.

Interaction with Other Medicaments:

1) The anticholinergic effect of drugs eg. tricyclic antidepressants, antihistamines, quinidine,
amantadine, disopyramide and other anticholinergics (eg. tiotropium, ipratropium) may be
intensified by this product.

2) Concomitant treatment with dopamine antagonist eg. metoclopramide may result in diminution
of the effects of both drugs on the gastrointestinal tract.

3) This product enhances the tachycardic effects of 3-adrenergic agents.

Pregnancy and Lactation:

There are no adequate studies in pregnant and lactating women. Therefore, Hyoscine
Butylbromide should not be used in pregnant and lactating women unless the potential advantage
justifies the possible risk to the foetus.

Symptoms and Treatment for Overdosage, and Antidote(s):

Symptoms: In the case of overdosage, anticholinergic effects may be observed.

Treatment: if required, parasympathomimetic drugs should be administered. Ophthalmologic
advice should be sought in cases of glaucoma urgently. Cardiovascular complications should be
treated according to usual therapeutic principles. In case of respiratory paralysis: Intubation,
artificial respiration should be considered. Catheterisation may be required for urinary retention. In
addition, appropriate supportive measures should be used as required.

Shelf-Life:
2 years from the date of manufacture.

Storage Condition(s):
Keep in a tight container. Store at temperature below 30°C. Protect from light and moisture.

Product Description and Packing(s):
Yellow clear solution with pineapple flavor.
Plastic bottle of 60mL, 100mL and 120mL.

Manufacturer and Product Registration Holder:
Y.S.P. INDUSTRIES (M) SDN. BHD. (199001001034)
Lot 3, 5,7, 12 & 14, Jalan P/7, Section 13,
Kawasan Perindustrian Bandar Baru Bangi,

43000 Kajang, Selangor, Malaysia.
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