HOSOLVON TABLET

DESCRIPTION

Round, 7.0 mm in diameter, white to off-white uncoated
tablet, shallow convex faces, "HD" embossed and scored on
the same face.

COMPOSITION

Each tablet contains:
Bromhexine hydrochloride 8 mg

PHARMACODYNAMICS

Bromhexine hydrochloride is a mucolytic agent which
changes the structure of bronchial secretions by rarefication
and fragmentation of the mucopolysaccharide fibres; leading
to a reduction in the viscosity of the sputum. It is well
absorbed orally and is excreted in the urine mainly as
metabolites.

PHARMACOKINETICS

Absorption
Well absorbed after oral administration.

Blood Concentration
Peak plasma concentrations are attained within about 1
hour.

Distribution
Rapidly distributed.

Metabolic Reactions
Sulphate and glucuronic acid conjugation; other routes are
not yet elucidated.

Excretion

After an oral dose, about 70% is excreted in the urine in 24
hours and, in 5 days, about 90% is excreted in the urine and
4% in the faeces.

INDICATIONS

Reduction of sputum viscosity.

CONTRAINDICATIONS

There is no absolute contraindication but caution should be
observed with gastric ulceration.

WARNINGS AND PRECAUTIONS

It is advisable not to use this drug during the first trimester of
pregnancy.

Give with caution to patients with gastric ulceration.

Bromhexine may cause very rare cases of chronically
associated severe skin impairments such as Stevens
Johnson Syndrome, Toxic Epidermal Necrolysis (TEN),
Erythema Multiforme (EM) and Acute Generalized
ExanthematousPustulosis (AGEP). In most cases, there
could be explained by the severity of the underlying disease
or concomitant administration of another drug. In the early
stages of such severe skin reactions, initially only
nonspecific flu-like symptoms appear, e.g. fever, arthralgia,
runny nose, cough, and sore throat. If skin or mucous
membrane damage occurs, seek medical advice
immediately and discontinue treatment as precaution.
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DRUG INTERACTIONS

There is no data on drug interactions/incompatibilities.

MAIN SIDE/ADVERSE EFFECTS

Gastrointestinal disturbances may occur occasionally.

Immune System Disorders:
Anaphylactic reactions including anaphylactic shock.
*Frequency not known

Skin and Subcutaneous Skin Disorders:

Severe skin reactions (including Stevens Johnson syndrome,
Toxic epidermal necrolysis (TEN), Erthema Multiforme (EM)
and Acute Generalized ExanthematousPustulosis (AGEP).
*Frequency not known

OVERDOSE AND TREATMENT

Clinical features

Anorexia, nausea, vomiting, abdominal discomfort,
diarrhoea, possibly bronchial hypersecretion, hypoventilation
and convulsions.

Treat overdose by emesis or gastric lavage, if appropriate;
with the necessary symptomatic and supportive measures, if
required.

DOSAGE AND ADMINISTRATION
Adul
Or:ll;,s1 to 2 tablets 3 times daily.

Children 6 - 12 years
Orally, '/2 tablet 3 times daily.

Note: The information given here is limited. For further
information, consult your doctor or pharmacist.

Storage:
Store below 30°C. Protect from light and moisture.

Presentation/Packing:
Tablet 8 mg x blisters of 3 x 10's and 10 x 10's.

Product Registration Holder: HOVID Bhd.
121, Jalan Tunku Abdul Rahman

(Jalan Kuala Kangsar),

30010 Ipoh, Perak, Malaysia.

Manufactured by: HOVID Bhd.
Lot 56442, 7 1/2 Miles, Jalan Ipoh/Chemor,
31200 Chemor, Perak, Malaysia.
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