FUCIN
FILM COATED TABLET 10MG

Presentation(s):
Each film coated tablet contains:
Hyoscine-N-Butylbromide ...........ccueiiiiiiiiiiiiiiiee e 10mg

Pharmacodynamics:
Hyoscine-N-Butylbromide is an antimuscarinic agent with central and peripheral
actions. It is a more powerful suppressant of salivation than atropine.

Pharmacokinetics:

Absorption

As a quaternary ammonium compound, hyoscine-N-butylbromide is highly polar and
hence only partially absorbed following oral (8%) or rectal (3%) administration. After
oral administration of single doses of hyoscine butylbromide in the range of 20 to
400mg, mean peak plasma concentrations between 0.11ng/mL and 2.04ng/mL were
found at approximately 2 hours. In the same dose range, the observed mean
AUCo.-values varied from 0.37 to 10.7ng h/mL. The median absolute bioavailabilities
of different dosage forms, i.e. coated tablets, suppositories and oral solution,
containing 100mg of hyoscine butylbromide each were found to be less than 1%.

Distribution

Because of its high affinity for muscarinic receptors and nicotinic receptors, hyoscine
butylbromide is mainly distributed on muscle cells of the abdominal and pelvic area as
well as in the intramural ganglia of the abdominal organs. Protein binding in the
human plasma occurs at 8-13% and in a 4.4% human serum albumin solution at
3-11%. Animal studies demonstrate that hyoscine butylbromide does not pass the
blood-brain barrier, but no clinical data to this effect is available. Hyoscine
butylbromide (1mM) has been observed to interact with the choline transport (1.4nM)
in epithelial cells of human placenta in vitro.

Metabolism and Elimination

Following oral administration of single doses in the range of 100 to 400mg, the
terminal elimination half-lives ranged from 6.2 to 10.6 hours. The main metabolic
pathway is the hydrolytic cleavage of the ester bond. Orally administered hyoscine
butylbromide is excreted in the faeces and in the urine. Studies in man show that 2 to
5% of radioactive doses is eliminated renally after oral, and 0.7 to 1.6% after rectal
administration. Approximately 90% of recovered radioactivity can be found in the
faeces after oral administration. The urinary excretion of hyoscine butylbromide is less
than 0.1% of the dose. The mean apparent oral clearances after oral doses of 100 to
400mg range from 881 to 1420L/min, whereas the corresponding volumes of
distribution for the same range vary from 6.13 to 11.3 x 10°L, probably due to very low
systemic availability. The metabolites excreted via the renal route bind poorly to the
muscarinic receptors and are therefore not considered to contribute to the effect of the
hyoscine butylbromide.

Indication(s):
For the treatment of spasmodic pain, esophageal spasm, cholecystitis,
choledocholithiasis, uriasis cystospasm, dysuria, pollakisuria, and spasmodic
dysmenorrhea.

Dosage and Administration:
1 - 2 tablets three to four times daily.

Route of Administration:
Oral

Precaution(s) / Warning(s):

Hyoscine should be used with caution in children and in geriatric patients with
myasthenia gravis and with fever. Hyoscine may cause drowsiness, patients so
affected should not drive or operate machinery. Patients should abstain from alcohol.
Use with caution in patients with impaired metabolic, liver or kidney functions, as
adverse CNS effects are more likely to occur in these patients. Because of a possible
mydriatic effect, Hyoscine should not be administered to patients with glaucoma.

Drug Interactions:

1. Concurrent administration of Fucin with tricyclic antidepressant, monoamine
oxidase inhibitors, antihistamines, amantadine and disopyramide can potentiate the
antimuscarinic side effect of Fucin.

. Fucin enhances tachycardic effects of B-adrenergic agents.

. The gastro-intestinal effects of dopamine antagonist such as Metoclopramide and
Domperidone can be antagonised by Fucin.
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Pregnancy
There are limited data from the use of hyoscine butylbromide in pregnant women.
Animal studies are insufficient with respect to reproductive toxicity . As a
precautionary measure Hyoscine Butylbromide Tablets are not recommended during
pregnancy.
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Breast-feeding

There is insufficient information on the excretion of hyoscine butylbromide and its
metabolites in human milk. A risk to the breastfeeding child cannot be excluded. Use
of Hyoscine Butylbromide Tablets during breastfeeding is not recommended.

Eertility
No studies on the effects on human fertility have been conducted

Effects on Ability to Drive and Use machine

No studies on the effects on the ability to drive and use machines have been
performed. Because of possible visual accommodation disturbances patients should
not drive or operate machinery if affected.

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

Side effects include dryness of the mouth with difficulty in swallowing and talking,
thirst, dilation of the pupils (mydriasis), loss of accommodation (cycloplegia) and
photophobia, flushing and dryness of the skin, transient bradycardia followed by
tachycardia and urinary urgency, difficulty and retention, vomiting, giddiness,
retrosternal pain, CNS depression, coma, circulatory and respiratory failure.

Contraindication(s):

Hyoscine is contraindicated in patients with closed-angle glaucoma, or in patients with
a narrow-angle between the iris and the cornea and with prostatic enlargement,
patients in whom it may lead to urinary retention, and in those with paralytic ileus or
pyloric stenosis and patients with history of hypersensitivity.

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

Signs of overdose: Blurred vision, clumsiness or unsteadiness, confusion, convulsion,
dryness of mouth, nose or throat, fever, unusual excitement nervousness, usually fast
heartbeat. In treatment of overdosage, emesis or lavage of the stomach with 4%
tannin acid solution and administration of activated charcoal is recommended: slow
intravenous administration of 0.5mg to 2mg (0.5mg to 1mg in children, up to a total
dose of 2mg) of physostigmine, at a rate not to exceed 1mg per minute, when
needed, may be given in repeated doses of 1 to 4mg up to a total dose of 5mg in
adults.

Management of excitement may be accomplished by administering small doses of
short-acting barbiturate such as thiopental sodium (100mg) or benzodiazepines or by
rectal infusion of a 2% solution of chloral hydrate.

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

Storage Condition(s):
Store at temperature below 30°C. Protect from light and moisture.

Product Description and Packing(s):
A white color round film coated tablet one side impressed with a score “ Q @

Blister packing of 10’s x 10 and 10’s x 100.

FUCIN
FILM COATED TABLET 10MG

Penyampaian:
Setiap tablet mengandungi:
Hyoscine-N-Butylbromide ............cccooouiiiiiiiiiiiiiei e 10mg

Indikasi:
Untuk rawatan spasmodic pain, esophageal spasm, cholecystitis, choledocholithiasis,
uriasis cystospasm, dysuria, pollakisuria and spasmodic dysmenorrhea.

Dos:
1 - 2 tablet 3 - 4 kali sehari.

® Manufacturer and Product Registration Holder:
Y.S.P. INDUSTRIES (M) SDN. BHD. (199001001034)
Lot 3, 5 & 7, Jalan P/7, Section 13,
‘ Kawasan Perindustrian Bandar Baru Bangi,
43000 Kajang, Selangor Darul Ehsan, Malaysia.
s P Ordering Line:1 800 88 3027
. e Product Info: 1 800 88 3679
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