Windel’

Salbutamol Sulphate BP

Presentation

Windel®2 tablet: Each tablet contains Salbutamol Sulphate BP equivalent to 2 mg Salbutamol.

Windel® syrup: Each 5 ml contains Salbutamol Sulphate BP equivalent to 2 mg Salbutamol.

Windel® respirator solution: Each 1 ml solution contains Salbutamol Sulphate BP equivalent to Sulbutamol 5 mg.
Windel® nebuliser solution: Each ampoule contains 3 ml isotonic, clear solution for inhalation of Salbutamol
Sulphate BP equivalent to Salbutamol 2.5 mg.

Windel” DS nebuliser solution: Each ampoule contains 2.5 ml isotonic, clear solution for inhalation of Salbutamol
Sulphate BP equivalent to Salbutamol 5 mg.

Windel® 0.5 injection: Each ampoule contains 1 ml sterile isotonic solution for injection of Salbutamol Sulphate BP
equivalent to Salbutamol 0.5 mg.

Windel® 5 IV infusion: Each ampoule contains 5 ml sterile isotonic solution for intravenous infusion of Salbutamol
Sulphate BP equivalent to Salbutamol 5 mg.

Description
Salbutamol is a synthetic sympathomimetic agent with predominant betap adrenergic activity. Salbutamol produces
bronchodilatation through stimulation of beta, adrenergic receptors in bronchial smooth muscles, thereby causing
relaxation of bronchial muscle fibres. This action is manifested by an improvement in pulmonary function as
demonstrated by spirometric measurements. Besides, Salbutamol has a selective action on the betas
adrenoceptors in the uterus and much less action on the betaq adrenoceptors in the heart. For this reason,
Salbutamol infusion is used for the management of uncomplicated premature labour in the last trimester of
pregnancy.
Indications and Uses
Salbutamol tablet, syrup, nebuliser solutions are indicated as a bronchodilator for use in asthma, chronic bronchitis,
emphysema and other conditions associated with airways obstruction.
Salbutamol injection and IV infusion are indicated for two distinct clinical situations under the direction of a
physician:
1. For the relief of severe bronchospasm associated with asthma or bronchitis and for the management of status
asthmaticus.
2. For the management of premature labour uncomplicated by conditions such as placenta praevia, ante-partum
haemorrhage or toxaemia of pregnancy, in the last trimester of pregnancy.
Dosage and Administration
Asthma and other conditions associated with reversible airway obstruction.
Tablet & Syrup
Children: 2-6 years: 2.5 ml syrup, 3-4 times daily

6-12 years: 5 ml syrup, 3-4 times daily

Over 12 years: 5-10 ml syrup, 3-4 times daily (2-4 mg tablet, 3-4 times daily)
Adults: 2-4 mg tablet, 3-4 times daily. Maximum single dose is 8 mg tablet.
Windel® Respirator Solution
To be used with a suitable nebuliser device under the direction of a physician. The solution must not be injected or
ingested.
Method 1 - Intermittent Administration
Adults and the elderly: 0.5-1 ml salbutamol up to four times a day. Up to 40 mg per day can be given under strict
medical direction in hospital. 0.5-1 ml solution should be diluted to final volume of 2-4 ml with sterile normal saline
solution. It will take time about 10 minutes.

Salbutmol respiratory solution may be used undiluted for intermittent administration. For this, 2 ml of the solution is
placed in the nebuliser and the patient allowed to inhale until bronchodilation is achieved. This usually takes 3-5
minutes.

Children under 12 years of age: 0.5 ml of the solution diluted to 2-4 ml with normal saline to administer with
nebuliser device. Some children may however require higher doses of up to 1 ml of the solution. Intermittent
treatment may be repeated four times in a day.

Method 2- Continuous Administration

1-2 ml solution is diluted to make up to 100 ml with normal saline solution. The diluted solution is administered by a
suitable nebuliser device. When there is risk of anoxia through hypoventilation, oxygen should be added to the
inspired air.

Windel® & Windel®DS nebuliser solution

To be used with a suitable nebuliser device under the direction of a physician. The solution must not be injected or
ingested.

Adults and the elderly: 2.5 mg to 5 mg Salbutamol up to four times a day. Up to 40 mg per day can be given under
strict medical direction in hospital.

Children under 12 years: 2.5 mg up to four times a day. Higher dosage of up to 5 mg four times a day may be used.

Windel” 0.5 Injection

For severe asthma & conditions associated with reversible airway obstruction:

By injection in subcutaneous or intramuscular route

Adult: 0.5 mg (1 ampoule) every 4 hours if required.

By slow intravenous injection

Adult: 0.25 mg, repeated if necessary, injection to be diluted to a concentration of 0.05 mg /ml. Intravenous betaz
agonists should be reserved for those in whom inhaled therapy cannot be used reliably.

Injection dilution: 1 ampoule of Windel®0.5 injection is diluted to 10 ml with WFI (Water For Injection), from which 5
ml is used for slow IV infusion.

Windel®5 IV infusion

For severe asthma & conditions associated with reversible airway obstruction:

Adult: Initially 0.005 mg/minutes, can be increased to 0.01 mg/ minutes and 0.02 mg/minutes respectively at 15-30
minutes intervals, adjusted according to response and heart rate. Usual dose 0.003-0.020 mg/minutes, higher
doses may be required. Intravenous betay agonists should be reserved for those in whom inhaled therapy cannot
be used reliably.

Uncomplicated premature labour (between 22 and 37 weeks of gestation) : (Windel°5 IV infusion only)

Adult: Initially 0.01 mg/minutes, rate increased gradually to the response at 10-minute intervals until contractions
diminish then increase rate slow until contractions cease (maximum rate 0.05 mg/minute. Rate should be
maintained for 1 hour after contractions have stopped, then gradually reduce by 50% every 6 hours, maximum
duration 48 hours).

Dilution of IV infusion: Dextrose 5% or Sodium Chloride 0.9% is used to dilute. Use of an infusion pump will
facilitate accurate adjustment and control of Salbutamol infusion.

A guide to aid in preparation of the infusion (and drip rates for guidance where an infusion pump is not available):

Desired Dose No. of Windel®5 IV infusion Concentration Infusion rate, drops per minute
(mg / minute) ampoule per 500 ml of diluents (mg / ml) (assuming 20 drops = 1 ml)
0.01 1 Ampoule 0.01 20
0.02 2 Ampoules 0.02 20
0.03 3 Ampoules 0.03 20
0.04 4 Ampoules 0.04 20
0.05 5 Ampoules 0.05 20

Note: The contents of the ampoules of Salbutamol Infusion should not be infused/ injected undiluted by any route.

Monitoring Requirement

In uncomplicated premature labour, it is important to monitor blood pressure, pulse rate (should not exceed 120
beats per minute), ECG (discontinue treatment if signs of myocardial ischaemia develop), blood glucose and
lactate concentrations, and the patient’s fluid and electrolyte status (to avoid over-hydration discontinue drug
immediately and initiate diuretic therapy if pulmonary edema occurs).

Side Effects

Salbutamol may cause fine tremor of skeletal muscles (particularly the hands), palpitations and muscle cramps.
Tachycardia, tenseness, headaches and peripheral vasodilatation have been reported after large doses.When used
for uncomplicated premature labour; bronchospasm, muscle tension, pulmonary edema, vomiting may occur.

Precautions

Salbutamol should be used with cautions in patients with hyperthyroidism, cardiovascular disease, occlusive
vascular disorders, hypertension and aneurysms. Hypokalaemia associated with high doses of Salbutamol may
result in increased susceptibility to digitalis-induced cardiac arrhythmia. Tachyphylaxis with resistance may occur
with prolonged use of high dosage. Care is necessary when treating patients with diabetes mellitus or closed-angle
glaucoma and in those receiving antihypertensive therapy. Salbutamol can increase blood glucose levels. The
diabetic patient may be unable to compensate for the increase in blood glucose and the development of
ketoacidosis has been reported. Concurrent administration of corticosteroids can exaggerate this effect. Cautions
are needed for intravenous use in mild to moderate pre-eclampsia (when used for uncomplicated premature
labour). Suspected cardiovascular disease (should be assessed by a cardiologist before intiating therapy for
uncomplicated premature labour).

Use in Pregnancy and Lactation

In pregnancy

Pregnancy category C. The drug should be used during pregnancy only if the potential benefit justifies the potential
risk of the fetus.

In lactation

It is not known whether this drug is excreted in human milk. Because of the potential of tumorigenecity shown by
Salbutamol in some animal studies, a decision should be made whether to discontinue nursing or to discontinue
the drug, taking into account the importance of the drug to mother.

Contraindications

Salbutamol is contraindicated in patients with a history of hypersensitivity to Salbutamol or any of its components.
Salbutamol is contraindicated when used for uncomplicated premature labour under specialist supervision Abruptio
placenta, antepartum haemorrhage, cord compression, eclampsia, history of cardiac disease, praevia, pulmonary
hyperstension, severe preeclampsia, significant risk factors for myocardial ischaemia, threatened miscarriage.

Drug Interactions

Salbutamol should be administered with extreme caution to patients being treated with MAO inhibitors or tricyclic
antidepressants since the action of Salbutamol on the cardiovascular system may be potentiated. Beta-adrenergic
blocking drugs, especially the noncardioselective ones; may effectively antagonize the action of Salbutamol. Mean
decreases of 16% to 22% in serum Digoxin levels were demonstrated after single dose oral administration of
Salbutamol.

Overdosage

The symptoms with overdosage are angina, headache, nausea, vomiting, tremor etc. The preferred antidote for
overdosage with Salbutamol is a cardio-selective beta-blocking agent but beta-blocking drugs should be used with
caution in patients with a history of bronchospasm.

Commercial Pack

Windel, 2 tablet: Each box containing 20 blister strips of 10 tablets.
Windel@syrup: Each amber glass bottle contains 100 ml syrup.
Windel@respirator solution: Each bottle contains 20 ml solution.
Windel@nebuliser solution: Each box contains 10 ampoules in blister packs.
WindeI@DS nebuliser solution: Each box contains 10 ampoules in blister packs.
Windel 0.5 injection: Each box contains 5 ampoules in blister packs.

Windel®5 IV infusion: Each box contains 5 ampoules in blister packs.

Manufactured by

— .
C?ncepm Incepta Pharmaceuticals Ltd
Savar, Dhaka, Bangladesh
® Registered Trademark WDR
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