
corticosteroids in the circulation is extensively bound to plasma 
proteins, mainly to globulin and less so to albumin. It is metabolized 
principally by the liver, but also in other tissues including 
gastrointestinal tract and lung. Only a small portion of an absorbed 
dose is excreted in the urine, the remainder being excreted in the 
faeces mainly as metabolites.

INDICATION:
Breavent-B and Breavent-B Fort is indicated in the treatment of 
Asthma once the need for inhaled corticosteroids and bronchodilator 
therapy has been established.

DOSAGE AND ADMINISTRATION:
Breavent-B and Breavent-B Fort Rotacaps are for inhalation use only 
through Rotahaler.
Breavent-B Rotacaps
Adults:
One or two Breavent-B Rotacaps three or four times daily.
Children:
One Breavent-B Rotacaps two, three or four times daily.
Breavent-B Forte Rotacaps
Adults:
One Breavent-B Forte Rotacaps three or four times daily.

CONTRAINDICATIONS:
Hypersensitivity to any of the components of the formulation.

DRUG INTERACTIONS:
Use of Salbutamol and other Beta  agonists with corticosteroids, 2

diuretics, or xanthines increases the risk of hypokalaemia, and 
monitoring of potassium concentrations is recommended in severe 
asthma where such combination therapy is common.

SIDE EFFECTS:
Breavent-B and / Breavent-B Forte contains Salbutamol and 
Beclomethasone, the type and severity of the adverse reactions 
associated with each of the compounds may be expected. Side 
effects associated with:
Salbutamol
Nervousness, fine tremor of the skeletal muscle (particularly hands), 
peripheral vasodilatation, paradoxical bronchospasm, hypokalaemia, 
hyperglycaemia, Cardiac Arrhythmias (including Supraventricular 
tachycardia, atrial fibrilliation, Extrasystoles). Salbutamol, like other 
sympathomimetic agents, can cause adverse effects such as 
drowsiness, flushing, restlessness, irritability, chest discomfort, 
difficulty in micturition, hypertension, angina, vomiting, vertigo, central 
nervous system stimulation, hyperactivity in children, unusual taste 
and drying or irritation of the oropharynx, headache, palpitations, 
transient muscle cramps, insomnia, nausea, weakness and 
dizziness.Immediate hypersensitivity reactions including 
angioedema, urticaria, bronchospasm, hypotension, rash, 
oropharyngeal oedema, anaphylaxis and collapse have been 
reported very rarely. Rarely, in children, hyperactivity occurs and 
occasionally, sleep disturbances,
Hallucination or atypical psychosis has been reported. 
Beclomethasone Dipropionate
As with other inhalation therapy, paradoxical bronchospasm may 
occur. This should be treated immediately with a fast acting inhaled 
bronchodilator. Beclomethasone have following systemic effects 

COMPOSITION:
Breavent-B Rotacaps: Each capsule contains:
Beclomethasone Dipropionate B.P. 100 mcg.
Salbutamol (as sulphate) B.P. 200 mcg.
Breavent-B Forte Rotacaps: Each capsule contains:
Beclomethasone Dipropionate B.P. 200 mcg.
Salbutamol (as sulphate) B.P. 400 mcg.

DESCRIPTION:
Breavent-B / Breavent-B Forte are combination of Salbutamol and 
Beclomethasone Dipropionate. Salbutamol is beta  adrenergic 2

stimulant which has a highly selective action on the receptors in 
bronchial muscle resulting in bronchodilataion. Beclomethasone is a 
synthetic glucocorticoid with a potent anti-inflammatory activity and 
weak mineralocorticoid activity. This association of Salbutamol and 
Beclomethasone is specially provided for those patients who require 
regular doses of both drugs for treatment of their obstructive airway 
disease.

MECHANISM OF ACTION;
Anti-Inflammatory Effects in Asthma:
The mechanism of action of corticosteroid is still poorly understood, 
but their efficacy is more likely related to their anti-inflammatory 
properties. Beclomethasone Dipropionate potentially inhibits the 
formation of cytokines and granulocyte-macrophages colony-
stimulating factor, GM-CSF) that are secreted in asthma by T-
lymphocytes, macrophages and mast cells. Inhaled Corticosteroids 
inhibit the expression of multiple inflammatory genes in airway 
epithelial cells, probably the most important action of Inhaled 
Corticosteroid in suppressing asthmatic inf lammation. 
Beclomethasone Dipropionate has rapid anti-inflammatory effect 
reducing airway hyper-responsiveness and inflammatory mediator 
concentrations in sputum with in a few hours.
Salbutamol produces bronchodilation through stimulation of beta -2

adrenergic receptors in bronchial smooth muscle, thereby causing 
relaxation of bronchial muscle fibers. Beta -receptors are the 2

predominant adrenergic receptors in bronchial smooth muscle and 
beta -receptors are the predominant receptors in the heart. The 1

precise function of these receptors has not been established, but they 
raise the possibility that even highly selective beta -agonists may 2

have cardiac effects. At therapeutic doses, salbutamol has little action 
on the beta -adrenergic receptors in cardiac muscle.1

PHARMACOKINETICS:
Salbutamol is readily absorbed from the gastrointestinal tract. When 
given by inhalation, 10 to 20% of the dose reaches the lower airways. 
The remainder is retained in the delivery system or is swallowed and 
absorbed from the gut.
Salbutamol is subject to first-pass metabolism in the liver and possibly 
in the gut wall, but does not appear to be metabolized in the lung; the 
main metabolite is an inactive sulphate congjugate. Salbutamol is 
rapidly excreted mainly in the urine, as metabolites and unchanged 
drug; there is some excretion in the faeces.
The plasma half life of the Salbutamol has been estimated to ranges 
from 4 to 6 hours. Corticosteroids are, in general, readily absorbed 
from gastrointestinal tract. Corticosteroids are rapidly distributed to all 
parts of the body tissues. They cross the placenta to varying degrees 
and may be distributed in small amounts into breast milk. Most 
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Nursing Women:
Plasma level of Salbutamol after inhaled therapeutic doses are very 
low in humans, but it is not known whether the components are 
excreted in human milk. The possibility of fetal harm is remote if the 
corticosteroids are distributed into milk. Because of the potential for 
serious adverse reactions from Breavent in nursing infants, a decision 
should be made whether to discontinue nursing or Breavent, taking 
into account the importance of the drug to the woman.

OVERDOSAGE:
The expected symptoms of the overdosage are those of excessive 
beta adrenergic stimulation viz, seizures, angina, tachycardia, cardiac 
arrhythmia, hypokalaemia, hypertension, nervousness and fatigue. 
As with all the sympathomimetic medications, cardiac arrest and even 
death may be associated with abuse of Salbutamol. Acute overdose 
with corticosteroid may lead to temporary suppression of adrenal 
function. This does not necessitate emergency action being taken. 
Chronic over dosage of corticosteroids may lead to adrenal 
suppression. Monitoring of adrenal reserve may be indicated. 

CAPSULES ARE INTENDED FOR USE THROUGH ROTAHALER 
OR REVOLIZER ONLY AND ARE NOT TO BE SWALLOWED.

PRESENTATION:
1. Breavent-B Rotacaps: Bottle of 30 capsules.
2. Breavent-B Forte Rotacaps: Bottle of 30 capsules.

DOSAGE & INSTRUCTIONS
To be sold and used on the prescription of a registered medical 
practitioner only.
Do not exceed the recommended dose.
Keep out of the reach of children.

OStore below 25 C in a dry place.
Protect from light. Keep the cap tightly closed.

which includes dermal thinning, skin capillary fragility (relatively 
common in elderly patients after high dose inhaled steroids), 
hypertension, hyperglycaemia, obesity and dyslipidaemia, Cataract, 
raised intraocular pressure, retinal detachment and glaucoma 
formation, osteoporosis, tendinopathies, deterioration of diabetic 
control, adrenal suppression, increased susceptibility to infection, fat 
deposition at the back, growth retardation in children and adolescent. 
There have been very rare reports of peripheral oedema, cutaneous 
hypersensitivity reactions such a skin rash, dyspepsia and arthralgia. 
The local effects include hoarseness and weakness of voice 
(dysphonia), throat irritation and coughing, Oropharyngeal 
candidiasis occurs in 5% of patients. There is no evidence of atrophy 
of the lining of airway. There is no evidence of increased lung 
infections, including tuberculosis in patients with asthma.

WARNING AND PRECAUTIONS:
Patients should be advised to have their relief medication available at 
all times. Sudden and progressive deterioration in control of asthma is 
potentially life threatening and consideration should be given to the 
need for increased therapy with corticosteroid. 
If therapy does not produce a significant improvement or if the 
patient's condition worsen, medical advice must be sought to 
determine a new plan of treatment. 
As with all inhaled medication containing corticosteroids, Breavent 
Rotacap should be administered with caution in patients with active or 
quiescent pulmonary tuberculosis, in patients with severe 
cardiovascular disorders, including heart rhythm abnormalities, 
coronary insufficiency, diabetes mellitus, untreated hypokalaemia, 
Convulsive disorders and hyperthyroidism. Potentially serious 
hypokalaemia may result from high doses of beta -agonists.2

Paradoxical bronchospasm may occur in such case Breavent 
Rotacap should be discontinued immediately, the patient assessed 
and alternative therapy instituted if necessary.
The local effect includes development of localized infection of  mouth 
and pharynx, the candida albicans has occurred in patients treated 
with such therapy. When such infections develop, it should be treated 
with appropriate local or systemic therapy, while treatment with 
Breavent continues, but at times therapy with Breavent may need to 
be interrupted.
Physician should remain vigilant for the possible development of 
pneumonia in patient with COPD as the clinical features of pneumonia 
and exacerbation frequently overlap. 
Children who are on immunosuppressant drugs are more susceptible 
to infection than healthy children. Chicken pox and Measles for 
example can have a more serious or even a fatal course in children on 
immunosuppressant corticosteroids. Systemic effects are much less 
likely to occur with inhaled corticosteroids than with oral 
corticosteroids. Possible systemic effects include adrenal 
suppression, growth retardation in children and adolescents, 
decrease in bone mineral density, cataract and glaucoma.The safety 
and effectiveness of the drug in asthma patients 4 to <12 years of age 
has not been established. The potential growth effects of prolong 
treatment should be weighed against the clinical benefits obtained 
before prescribing the drug in children 4 < 12 years of age. The safety 
and effectiveness of the drug in asthma patients <4 years of age has 
not been established.

PREGNANCY:
There are no adequate and well-controlled studies in pregnant women 
and there is little published evidence of its safety in the early stages of 
human pregnancy. Administration of any drug to pregnant women 
should only be considered if the anticipated benefits to the expectant 
woman are greater than any possible risks to the fetus. Various 
studies shown that, rare cases of various congenital anomalies, 
including cleft palate and limb defects have been reported in the 
offspring of patients being treated with salbutamol. 
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