SALBUTAMOL
ASMACAIRE

100 mcg/actuation
Metered-Dose Inhaler
ANTI-ASTHMA
FORMULATION
Each actuation contains salbutamol (as sulfate) 100mcg.
PRODUCT DESCRIPTION
Salbutamol (Asmacaire) 100 mcg/ actuation: White and homogenous suspension in aerosol
PHARMACODYNAMICS

Salbutamol is an adrenergic bronchodilator that works by stimulating beta-2-adrenegic receptors in the lungs to relax the bronchial
smooth muscle, thus relieving bronchospasm, increasing vital capacity, reducing residual volume and reducing airway resistance. It thus
ensures rapid bronchodilation in a few minutes that lasts for 4 to 6 hours. It is thought that this action is a consequence of the increase
in 3',5'-cyclic adenosine monophosphate (cyclic AMP—3',5' or AMP-c) production brought about by activation of the enzyme adenylyl
cyclase, which catalyses the conversion of adenosine triphosphate (ATP) to AMP-c. The increase in AMP-c concentrations not only
relaxes the bronchial smooth muscle, but also inhibits the release of mediators of immediate hypersensitivity from the cells, especially
from mast cells.

Clinical efficacy and safety Salbutamol has a greater effect on the respiratory tract than isoproterenol, but it has fewer cardiovascular
effects due to its greater affinity for beta-2-adrenergic receptors. Its duration of action is longer than that of isoproterenol because it is
not a substrate for the cellular uptake processes of catecholamines or catechol-O-methyltransferase.

Salbutamol also causes vasodilation, which has a reflex chronotropic effect and general metabolic effects, including hypokalaemia

PHARMACOKINETICS

Absorption

After treatment with inhaled salbutamol, only about 10% or less of the drug is deposited in the airways; the rest is swallowed. Salbutamol
is well absorbed in the gastrointestinal tract.

Distribution

Due to its gradual absorption from the bronchi, systemic levels of salbutamol are low after inhalation of recommended doses. Peak
plasma concentrations of salbutamol are reached after 2 to 4 hours.

Metabolism

There is significant first-pass metabolism of salbutamol, which takes place mainly in the gastrointestinal tract, conjugating to form an
inactive sulphate ester.

The results of animal studies show that salbutamol does not cross the blood-brain barrier.

Elimination

Systemic clearance of salbutamol is 30 litres/hour. Salbutamol is excreted in two forms: via the urine as unchanged drug and by metabo-
lism through sulphate conjugation. The elimination half-life varies between 3 and 7 hours. Approximately 72% of the inhaled dose is
excreted in the urine after 24 hours and consists of 28% unchanged drug and 44% metabolite.

INDICATIONS
« Relief of bronchospasm associated with asthma, bronchitis or emphysema.
« Prophylaxis of bronchospasm induced by physical exercise or before exposure to a known and unavoidable allergenic stimulus.

DOSAGE
According to the doctor’s instructions. Do not exceed the recommended dosage.

Adults:

« For immediate relief: one or two puffs

« In chronic or preventive treatment: two puffs, 3 to 4 times daily

« For relief of effort-induced bronchitis: two puffs before starting activity

Children: Treatment with this drug should be supervised by an adult.

« For immediate relief or before effort: one puff

« In chronic or preventive treatment: one puff, 3 to 4 times daily. The dose may be increased to two puffs when necessary.

This drug should be taken at fixed intervals, according to the doctor’s instructions. Treatment should be completed. In case of missed
dose, you should take the dose immediately when you

remember, but never take two doses together.

DIRECTION FOR USE

Check the expiry date before using the metered-dose inhaler.

1. Remove the cap from the mouthpiece (Fig. A)

2. Hold the inhaler vertically as illustrated.

3. Shake the inhaler for 20 seconds (Fig B).

4. Put the mouthpiece in your mouth. Press your lips tightly to the mouthpiece while exhaling fully (Fig. C).

5. Take a long deep breath through your mouth, at the same time push the aerosol canister as illustrated (Fig. D).
6. After inhaling, hold your breath for maximum penetration.

7.1f necessary, wait a few seconds, then repeat the procedure (3, 4, 5 and 6).

8. Replace the cap after use.
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Clean regularly the plastic adapter. To clean, take out the metal container and wash the adapter in warm (not hot) soapy water. Rinse
thoroughly, dry the adapter and reassemble the unit so that it is ready for use. Replace the cap upon reassembly.



CONTRAINDICATIONS
Hypersensitivity to salbutamol.

PREGNANCY
Administration during pregnancy and breastfeeding should only be considered if the expected benefit to the mother outweighs the
possible risk to the foetus.

BREASTFEEDING
If it needs to be administered to a nursing mother, it is recommended to replace breastfeeding. Salbutamol may be excreted in breast
milk and it is not known whether it is harmful for the newborn.

WARNINGS AND PRECAUTIONS

Pregnant or breastfeeding mothers should notify their doctors before starting treatment with Salbutamol. The doctor should likewise be
notified of any known hypersensitivity towards any food and drug.

Salbutamol should be administered carefully to patients with thyrotoxicosis, hypertension, known aneurysms, reduced glucose toleran-
ce, manifest diabetes, pheochromocytoma and concomitant use of glycosides.

Therapy with beta-2 agonists can lead to potentially severe hypokalaemia. Particular caution is advised in acute severe asthma, as this
effect may be potentiated by concomitant treatment with xanthine derivatives, steroids and diuretics. Monitoring of serum potassium
levels is recommended in such situations.

Bronchodilators should not be the only or main treatment in patients with mild, moderate, severe or unstable persistent asthma. Severe
asthma requires regular medical checks as patients are at risk of having severe and even life-threatening attacks. In these cases, the
doctor must consider prescribing the maximum recommended dose of inhaled or oral corticosteroids.

If a previously effective dose of inhaled salbutamol does not provide relief for at least three hours, the patients should be advised to see
their doctor so that additional measures can be taken.

The patient's inhalation technique should likewise be checked.

Use in Athletes: Athletes should be informed that Salbutamol may give a positive result in doping tests.

Effects on ability to drive and use machines: The ability to drive and use machines may be affected in patients who show individual
adverse reactions, especially at high doses, particularly at the beginning of treatment or if administered together with alcohol. The
possible adverse effects of salbutamol, such as transient muscle cramps and tremor, may require caution when using machinery.

ADVERSE EFFECTS

The adverse reactions are dose-dependent and are due to the beta-2 agonist mechanism of action. Hypokalaemia, nervousness, mild
tremor, headache, dizziness, tachycardia, angioedema, hypotension, nausea, urticarial, muscle cramps and cases of oral and pharyn-
geal irritation may occur.

Hypersensitivity reactions have very rarely been reported, including angioedema and urticaria, bronchospasm, hypotension and
fainting.

OVERDOSE AND TREATMENT

An overdose should be treated symptomatically.

The preferred antidote in case of overdose with salbutamol is a cardioselective beta-blocker. However, beta-blocker compounds should
be used with caution in patients with a history of bronchospasm.

Hypokalaemia can occur after an overdose with salbutamol. Serum potassium levels should be monitored and oral potassium replace-
ment given, except in patients with severe hypokalaemia, where intravenous therapy may be necessary.

INTERACTIONS

Salbutamol should not be administered together with other sympathomimetic bronchodilator inhalers. If adrenergic drugs have to be
administered additionally by any route, this should be done with caution to avoid deleterious cardiovascular effects.

Salbutamol should be administered with caution to patients on treatment with monoamine oxidase inhibitors (MAOQIs) or tricyclic
antidepressants, since they may potentiate the action of salbutamol.

Salbutamol and non-selective beta blockers, such as propranolol, should not normally be administered together. Caution is also
recommended in patients taking cardiac glycosides.

Since salbutamol can reduce serum potassium levels, care should be taken in patients taking drugs that decrease serum potassium.
Patients should be informed that they must stop treatment with salbutamol at least 6 hours prior to planned anaesthesia with halogena-
ted anaesthetics, whenever possible.

CAUTION
Foods, Drugs, Devices and Cosmetics Act prohibits dispensing without prescription.

ADR REPORTING STATEMENT
For suspected adverse drug reaction, report to the FDA:www.fda.gov.ph. Seek advice from a healthcare professional at the first sign of
any adverse drug reaction.

STORAGE CONDITION
Store at temperatures not exceeding 30°C. The container is pressurized and should not be perforated or burned even when empty.

AVAILABILITY
Salbutamol (Asmacaire) 100 mcg/actuation Metered-Dose Inhaler: Aluminum can-200 metered actuations

KEEP OUT OF REACH OF CHILDREN
DO NOT USE BEYOND THE EXPIRY DATE
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