COPASTIN® FILM COATED TABLET 10mg

Copastin® brand of Cloperastine Hydrochloride, an non-narcotic
antitussive agent, is a cough suppressant which is used in the treatment
of unproductive cough. Cloperastine Hydrocttloride is an antitussive
agent with an effect similar to that of codeine, and it also has some
antihistaminic effect.

Ingredient(s):
Each tablet contains:
Cloperastine Hydrochloride .............ccccoooieiiiiiiiieiii e 10mg

Pharmacodynamic:

1. Cloperastine Hydrochloride is known to reduce cough as a result of
its central action, although the exact mechanism is still not
entirely clear.

2. Cloperastine Hydrochloride has mild papaverine-like action and
some antihistaminic effect.

3. Cloperastine hydrochloride is a centrally acting cough suppressant
with some antihistamine action. It is a non opoid antitussive with an
effect similar to that of codeine.

4. Cloperastine suppresses the cough reflex by a direct effect on the
cough centre in the medulla of the brain. It exhibits the combination
of a strong central antitussive effect, papaverine-like action and a
mild antihistamanic action.

5. Copastin® Film Coated Tablet has no addictive and hypnotic effect
and does not depress respiration.

Pharmacokinetic:

1. Cloperastine Hydrochloride is readily absorbed from the
gastrointestinal tract, its effects occurring between 20 and 30
minutes and lasting for about 3 - 4 hours.

2. The effectiveness of Cloperastine Hydrochloride in patients with
pathological cough has been demonstrated in controlled studies,
where it was found to be about the equal of codeine. Unlike codeine,
it rarely produces drowsiness or gastrointestinal disturbances. Its
toxicity is quite low.

Indication(s):
For unproductive cough induced by common cold, acute and chronic
bronchitis.

Dosage and Administration:
For adults: 1 — 2 tablets, three times daily.
To be used as directed by the physician.

Route of Administration:
Oral

Contraindication(s):
Known hypersensitivity to this product.

Warning and Precautions:

Use with caution in condition characterized by the production of
bronchial secretions, such as cystic fibrosis, as these may result in
sputum retention and the development of pneumonia.

Interactions with Other Medicaments:
None has been mentioned.



Pregnancy and Lactation:

No adverse effect on the fetus has been reported. However,
Cloperastine should be given to women who suspect pregnancy or to
pregnant women and nursing mothers only when clearly needed.

Side Effect(s) / Adverse Reaction(s):
Anorexia, nausea, dry mouth and drowsiness may occur.

Symptoms and Treatment for Overdosage and Antidote(s):
Symptoms of overdosage includes severe drowsiness, depression,
confusion, tiredness and nausea. There is no specific antidote for
Cloperastine. Treatment of overdosage consists of emptying the
stomach via induction of emesis or gastric lavage, administering
activated charcoal, and monitoring and supporting vital function.

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

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

Product Description:
A faint green colored film coated round tablet, one side impressed with a
“on

Dosage Forms and Packaging Available:
Plastic bottle of 500’s and 1000’s (for export only).
Blister packing of 10’s x 100.

COPASTIN TABLET BERSALUT
FILEM

Bahan Aktif:
Setiap tablet mengandungi:
Cloperastine Hydrochloride .............cccoociiiiiiiiiiiciceee 10mg

Indikasi:
Batuk kering yang disebabkan oleh selesema biasa, bronkitis akut dan
kronik dan lain-lain.

Dos:
Dewasa: 1 — 2 tablet, 3 kali sehari.
Digunakan seperti yang diarahkan oleh doktor.

® 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,

Y s P 43000 Kajang, Selangor, Malaysia.
. . ¢ Ordering Line: 1 800 88 3027
Product Info: 1 800 88 3679
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