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BROMHEXINE ELIXIR 4MG/5ML

Name and Strength of Active Ingredient(s)
Each 5ml contains :

4mg
Preservative :

Sodium Benzoate 0.2% wiv
Product Description

Colourless liquid with strawberry flavour.

Pharmacodynamics
Bromhexine is an expectorant/mucolytic agent. Following oral administration, Bromhexine has increased
sputum volume and reduced the viscosity of bronchial secretions in chronic bronchitis patients.

Pharmacokinetics
Bromhexine HCI is rapidly absorbed from the gastrointestinal tract and undergoes extensive first-pass
metabolism in the liver. It is widely distributed to body tissue. About 85 to 90% of a dose is excreted in
the urine mainly as Ambroxol is a of Peak plasma

occur after about 1 hour following oral administration.

Indications
Secretolytic therapy in acute and chronic bronchopulmonary diseases associated with abnormal mucus
secretion and impaired mucus transport.

Recommended Dose
Under 2 years: 1.25ml, 3 times a day.
2106 years: 2.5ml, 3 times a day.
6 to 12 years: 5ml, 3 times a day.

istration

Route of Admi
Oral

Contraindications
Bromhexine Elixir 4mg/5ml should not be used in patients known to be hypersensitive to Bromhexine or
other components of the formulation.

Warnings and Precautions

Patients being treated with Bromhexine should be notified of an expected increase in the flow of secre-
tions. Bromhexine should be used with care in patients with a history of peptic ulcer disease. Care is
also advisable in asthmatic patients.

Very rare cases of uch as Stevens Johnson Syndrome,
Toxic Epidermal Necrolysis (TEN), Erthema Mumforme (EM) and Actts Generalized Exanthematous
Pustulosis (AGEP) have been reported. In most cases, these could be explained by the severity of the

disease or 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 a precaution

Interactions With Other Medicaments
Bromhexine may increase the ion of antibiotics in bronchial secre-
tions. No clinically relevant interactions with other medications have been reported.

Pregnancy and Lactation
Pregnancy:

There is no data on the use of Bromhexine in pregnant women. The effects, if any, on the developing
fetus are unknown. Until more information is available, Bromhexine should only be used during preg-
nancy if the maternal condition justifies the potential risk to the fetus.

Lactation:

Available evidence and/or expert is oris for ining infant risk
when used during breastfeeding. Weigh the potential benefits of drug treatment against potential risks
before prescribing this drug during breastfeeding.

Side Effects
Gastrointestinal side effects may occur occasionally with bromhexine and a transient rise in serum
aminotransferase values has been reported. Other reported adverse effects include headache, dizzi-
ness, sweating and skin rashes.

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

Skin and Subcutaneous Skin Disorders
Frequency not known: Severe skin reactions (including Stevens Johnson syndrom, Toxic epidermal
necrolysis (TEN), Erythema Multiforme (EM) and Acute Pustulosis (AGEP).

Overdose and Treatment
No symptoms of overdose have been reported in man to date. If they ocour, supportive and symptom-
atic treatment should be provided.

Storage Conditions
Keep container tightly closed. Store below 30°C. Protect from heat and light
Keep out of reach of children. Jauhi dari kanak-kanak.

Dosage Forms
Oral liquid

Pack Size

60ml, 90ml, 100mI and 120ml bottle.

3600l bottle (for export only).

Registration Number

MAL19962479XZ
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KCK PHARMACEUTICAL INDUSTREIS SDN. BHD.

Plot 61, Bayan Lepas Industrial Park Phase 4, Lintang Bayan Lepas 1,
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