Aorotamol

100 MCG

Each metered dose contains:
Salbutamol sulphate
equivalent to Salbutamol 100 mcg

200 metered actuations
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Each puff contains: - Salbutamel sulphate equivalent to Salbutamol 100 meg

1. Pharmacodynamic properties:

Salbutamol is a selective beta?-adrenoceptor agonist. At therapeutic doses it acts on the beta2-adrenoceptors
of branchial mustle providing short acting (4-6 hodr) bronchoditatation with a fast onset {within 5 minutes) in
reversible airways obstruction,

2. Pharmacokinetic properties:

Salbutamol administered infravenously has a half life of 1o 6 hours and Is cleared partly renally and partiy by
metaboiism to the inactive 4'-0-sulphate (phenolic sulphate} which is also excreted primarily in the urine, The
fagces are & minor route of excretion,

After administration by the inhaled route between 10 and 20% of the dose reaches the lower airways, The
remainder is retained in the delivery system or is deposited In the oropharyrx from where it Is swallowed, The
fraction deposited in the airways is absorbed info the puimonary tissues and circulation, but is not metabalised
by the lung. On reaching the systemic circulation It becomes accessible to hepatic metabolism and is excratad,
primarily In the urine, as unchanged drug and as the phenolic sulphate.

The swallowed portion of an inhaled dose is absarbad from the gastrointestinl {ract and unergoes considerabie
first-pass metabolism to the phenclic sulphate, Both unchanged drug and conjugate are excreted primardly in the
urine. Most of a dose of salbutamol given intravenously, orally or by inhatation is excreted within 72 hours.
Salbutamet s bound to plasma proteins to the extent of 10%

3. Mechanism of action:
Activation of beta2-adrenergic receptors on ainway smooth muscle lsads to the activation of adenyicyclase and fo
an Increase in the intracellular ounmaﬁon of oyclic-3',5°-adenosine mprmae{cyc&:mm increase

an asthma attack (8.q. before exercise or unavoidable allergen exposure). It provides short-acling (4 106 hour)
bronchodilatation with Tast onset (within 5 minutes) in reversible airways obstruction.

5. Posology and method of administration:

Aerotamal 100 meg s for aral inhalation use only,

Adults {including the elderly): For the refief of acute asthma symptoms including bronchospasm, one inhatation
{100 micrograms) may be administered as a single minimum starting dose. This may be increased o two
inalations if necessary. To prevent allergen- or exercise-induced symptoms, two inhalations should be taken 10-15
minutes before challenge. For chronic therapy, two inhalations up to four times a day.

Children: For the refief of acute asthma symptoms including bronchospasm, or before allergen exposure or
exercise, one inhalation, or two if necessary. For chronic therapy. two inhalations up to four imes a day.
On-demand use, it should not exceed 8 inhalations In any 24 hours. Reliance on such fraquent supplementary
use, or a sudden increase In dose, indicates poory controlied or deteriorating asthma.

6. Contraindications:

- Itis contraindicated in patients with a history of hypersensitivity to salbutamel, sympathomimetic amines, aerosal
peopellants o any other components, Rare cases of hypersensitivity raactons, Including urlicarla, angioedema,
and rash have been reported after the use of salbutamol sulfate.

- Hyperthyroidism

- Tachyarrhythmia

7. Precautions: )

Patierts! inhaler technique should be checked to make sure that aerosol actuation is synchronized with

inspiration of breath for optimum delivery of drug to the lungs.

Bronchoditators should not be the only or main treatment in patients with severe-or unstable asthma. Severe

asthma requires regular medical assessment, Including lung-function testing, as patients are at risk of severe

attacks and even death. Physicians should consider using the maximum recommended dose of inhaled
corticosterpid and/or oral corticosterold therapy In these patients,

» The dosage or frequency of administration should only be increased on medical advice. If a previously effective

dosg of inhaled salbutamol fails to give relief Iasting at least three hours, the patient should be advised to seek

medical advice,

Increasing use of bronchoditators, in particuler short-acting inhaled beta2-agonists, 1o refieve symptoms,

indicates deterioration of asthma control. The patient should be instructad to seek medical advice.

Saevere exacerbations of asthma must be treated In the normal way. -

from fost-marketing data and published iiterature of rare occurrences.of myocardial ischaemia associated with
satbutamol.

Salbutamal should be administered cautiously to gatignts with thyrotoxicosis

Potentially serious hypokalaemia may result from beta2-agonist therapy, mainly from parenteral and nebulised
adminisiration.. 3

8. Warnings: -

« Paradoxical bronchospasm. If paradaxical bronchospasm oeours, Tt should be discontinued immediately and
altemative therapy instituted. It should be-recognized that paradoxical bronchospasm, when associated with
inhaled farmulations, frequently occurs with the first use of a new canister.

* Deplerioration of asthrna: Asthma may deteriorate acutely over a period of hours or chronically over several days
orlonger If the patient needs mare doses than usual, this may be-a marker of destabilization of asthmra and
requires réevaluation of the patient and treatment regimen, giving special cnnsmeraﬂon to the: possible need for
antl- Inﬁammamr treatment, 2.0, corticosteroids
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10:-Prograncy: Pregnancy category C

Cardiovascular effects may be-seen with sympathomimetic drugs, including satbutamol. Thera is some evidence :

100 MCG

* Use of anti-Inflammatory agents: The use of beta-adrenergic agonist bronchodilators alone may not be
adequate to control asthma in many patients. Early consideration should be given to adding arm—lnﬂﬂmmawry
agents, e.g., coricosteroids, to the therapeutic regimen,

» (Cardiovascular effects: Salbutamol, like all other betaZ2-adrenergic agonists, can produce clinically significant
cardiovascular effects in some patients such as changes in pulse rate or blood pressure. If such effects ocour, it
may need to be discontinued.

= Do not exceed recommended dose

 [mmediate Hypersensitivity Reactions: immediate hyparsensitivity reactions may occur after administration of
salbutamol sulfate inhalation aerosol, as demonstrated by cases of urticaria, angioedema, rash, bronchaspasm,
anaphylaxis, and cropharyngeal edema. Discontinue [fimmediate hypersensitivity reactions occur

« Coexisting conditions; Salbutamel, ike other sympathomimetic amines, should be used with caution in patients
with convulsive disorders, hypesthyroidism, or diabetes melitus and in patients who are unusually responsive to
sympathomimetic amines. =

= Hypokalemia As with other beta-agonists, salbutamol may produce significant fiypokalemia in some patients,

9. Drug interactions:

: Beta-Blockers: Beta-adreneralc receptor biocking agents such as propranolol not only block the pulmonary effect

of Deta-agoniats, such as satbutamel, but may produce severe bronchospasm In patients with asthma, Therefore,
patients wi asthma shouid not normally be treated with beta-blackers.
Gmersmn -acting mmmmwmmmmumhemmwm salbutanial.

There are no adequate and well-controlled studies of satbutamol sulfate in pregnant women. During worldwide
marketing experlence, various congenital anomalies, including cleft palate and fimb defects, have been reported in
the offspring of patients being treated with salbutamol.

11, Lactation:
Plasma levels of sulbutamol suifate and HFA-134a after inhaled therapeutic doses are very low in humans, but it is
not known whether the components of formula are excreted In human milk.

12, Pediatric use:

The safety and effectiveness in children 4 years of age and older has been established based upon two 12-week
clinical trials in patients 12 years of age and older with asthma and one 2-week clinical frial in patients 4 to 11
years of age with asthma.

Results from the 2-week pediatric clinical study in patients with asthma 4 to 11 years of age showed that this
pediatric population had an adverse reaction profile similar to that of the adolescent and adult populations.

13. Geriatric use:

Clinical studies did not include sufficient numbers of sublects aged 65 and over to determine whether they respond
differantly from younger subjects,

14. Effects on ability to drive and use machines: -
MNone reported -

15. Undesirable effects: -

Immune system disorders: Very rare: Hypmsemnwmr tea("flun'i ingluding angioedara, umcana branchospasm,
hypotension and collapse, . -

Metabolism and nutrition disorders: Rare: Hypokalaem:a Potentially serlous hmokalaemm may result from bata2
agonist therapy.

Nesvaus system disorders: Commprn:-Tremor, headache. Vary rare: Hyperactivity.

16. Overdose:

Symyptam: The fmost comiman signs and symptoms of overdose with salbutamol are transient beta agonist
pharmacalogically mediated events, including tachycardia, tremar, hyperactivity and metabolic effects including
hypokalaemia

Treatment: Consideration shauld be given to :I|scunnnuatlor\ of treatment and appropriate symptomatic therapy
such as cardio-selective beta-blocking agents I patients presenting with cardlac symptoms (.0, tachycardia,
palpitations}

HOW SUPPLIED/STORAGE AND HANDLING

Avaitable pack: Aerstamal 100 meg is supplied in the foliowing packs as & pressurized aluminum canister sealed
with a metering valve, actustor and dust cap. Each 13.34 g canister contains 200 metered actuations providing
100 micrograms of salbutamal (as Salbutamol Sulphate BF)

Storage: Keep In tight containers, protected from light, Store below 30°C

Handling precaution:

Keap out of raach of children, Aveid spraying In eyes,

Cortents under pressure: Do not puncture. Do not use or store near heat or open fiame. Exposure to temperatures
above 50°C may cause bursting. Never throw container into fire or incinerator.

Store the Inhaler with the mouthplace down. For best results, the inhaler should be at room temperature before use.
SHAKE WELL BEFORE EACH SPRAY.

It does not contain chioreflucrocarbons (CFCs) as the propeliant.
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