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BROMHEXINE ELIXIR/TABLET
Bromhexine HCl 
Preservative: Methyl Paraben  

Bromhexine Elixir 
4 mg / 5ml 

10 mg / 5ml 

Bromhexine Tablet
8 mg / Tablet

-

Pharmacology:
Bromhexine is a synthetic derivative of the herbal active ingredient vasicine. Preclinically, it has 
been shown to increase the proportion of serous bronchial secretion. Bromhexine enhances 
mucous transport by reducing mucous viscosity and by activating the ciliated epithelium 
(mucociliary clearance). In clinical studies, bromhexine showed a secretolytic and secretomotor 
effect in the bronchial tract area, which facilitates expectoration and eases cough.
Bromhexine hydrochloride is rapidly absorbed from the gastro-intestinal tract and about 85 to 90% 
of a dose is excreted in the urine mainly as metabolites. Ambroxol is a metabolite of  bromhexine. 
Bromhexine is highly bound to plasma proteins.
Administration of bromhexine HCl by mouth to healthy subjects produced peak plasma 
concentrations after about 1 hour. Only small amounts were excreted unchanged in the urine with a 
half-life of about 6.5 hours.

Indications:
It is indicated in bronchitis  and other respiratory conditions as an aid to expectoration.

Contraindications:
It is contraindicated in patients who is hypersensitive to it and should be given cautiously to 
patients with gastric ulceration.

Side Effects/Adverse Reactions:
Gastro-intestinal side effects may occur occasionally and a transient rise in serum 
amino-transferase values has been reported.
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 syndrome, Toxic 
Epidermal Necrolysis (TEN), Erythema Multiforme (EM) and Acute Generalized Exanthematous 
Pustulosis (AGEP).

Precautions/Warnings:
Bromhexine should be given cautiously to patients with gastric ulceration. An increase in volume of  
liquefied  sputum should be expected.
Very rare cases of chronically associated severe skin impairments such as Stevens Johnson 
syndrome, Toxic Epidermal Necrolysis (TEN), Erythema Multiforme (EM) and Acute Generalized 
Exanthematous Pustulosis (AGEP) have been reported. In most cases, these 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 a precaution.

Usage in Pregnancy and Lactation:
The safe use of Bromhexine HCl has not been established with respect to the possible adverse 
effects upon foetal development. Therefore, it should not be used in women of child bearing 
potential, particularly during early pregnancy, or in lactating women unless advised by the 
physician.

Drug Interactions:
Administration of Bromhexine together with Erythromycin or Cephalexin may enhanced this 
antibiotic concentration in bronchial secretion / lung tissue.

Dosage:
Oral administration.

Bromhexine Elixir 4mg/5ml:
Children less than 2 years
Children 2 to <6 years
Children 6 to <12 years
Adult

Bromhexine Tablet 8mg:
Children 6 to <12 years
Adult

Symptoms and Treatment of Overdose: 
No symptoms of overdosage have been reported in man to date. If they occur, symptomatic 
treatment should be provided.

Pack Size: Elixir : A bottle of 60ml, 100ml and 120ml.
`  Tablet : A bottle of 50 tablets.
  Blister pack : A box of 10 x 10, 50 x 10 and 100 x 10 tablets per strip.    
Pack Size (export only): Elixir : A bottle of 1 litre.
               Tablet : A bottle of 1000 tablets.

Storage Conditions:  Store at or below 30ºC. Protect from light.

Shelf-life: Elixir - 2 years      Tablet - 3 years

Description: Bromhexine Elixir : A clear, colourless syrup with cherry and  vanilla flavour.

Manufacturer & Product Holder:
Malaysia:
SUNWARD PHARMACEUTICAL SDN. BHD.
No. 9 ,11 & 17, Jalan Kempas 4,
Taman Perindustrian Tampoi Indah,
81200 Johor Bahru, Johor, Malaysia.

Singapore:
SUNWARD PHARMACEUTICAL PTE. LTD.  
11, Wan Lee Road, Singapore 627943
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Bromhexine Tablet : Pentagon shaped, white, flat, plain tablet with single score on one
                                    side only.

FURTHER INFORMATION CONCERNING THIS DRUG CAN BE OBTAINED FROM YOUR FAMILY 
PHYSICIAN/LOCAL GENERAL  PRACTITIONER/PHARMACIST.

:  1mg three times daily.
:  2mg three times daily.
:  4mg three times daily.
:  8 to 16mg three times daily.  

:  4mg three times daily.
:  8 to 16mg three times daily.  


