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Ventolin~

Salbutamol

Evohaler~

TRADE NAME OF MEDICINAL PRODUCT
Ventolin™ Evohaler™

QUALITATIVE AND QUANTITATIVE COMPOSITION

Ventolin Evohaler is a pressurised metered-dose inhaler delivering 100 micrograms of Salbutamol
(as Salbutamol Sulphate PhEur) per actuation. Ventolin Evohaler contains propellant (HFA 134a)
and does not contain any chlorofluorocarbons.

PHARMACEUTICAL FORM
Aerosol

CLINICAL PARTICULARS

Therapeutic Indications
o Symptomatic treatment of asthma attack.
o Symptomatic treatment of exacerbations of asthma or chronic obstructive bronchitis.
® Prevention of exertion asthma.
o Test for reversibility of the bronchial obstruction during respiratory function tests.
Ventolin Evohaler is indicated in adults, adolescents, children and infants.

Posology and method of administration
Posology
mnmmahmbﬁﬁh_
¢ Prevention of exertion asthma : Inhale 1 to 2 puffs 15 to 30 minutes before exercise.
o Treatment of astl  ~ttack and exacerbations : At the first symptoms inhale one to two puffs.
A dose of 1-2 puffs is qally sufficient to treat breathing difficulties. If the symptoms persist it
can be repeated a few minutes later.
The daily dose should usually not exceed 8 puffs in 24 hours. Above this dose, the patient should be
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awaiting the emergency services. In these situations, the use of an inhalation chamber is

recommended because it contributes to improving the diffusion into the lungs of the Salbutamol

administered by inhalation. Nonetheless, repeatedly activating the metered-dose aerosol in the

inhalation chamber can reduce the total dose inhaled, and so the patient should inhale the product

immediately after each actuation (or possibly after each set of two successive actuations) of the

metered-dose aerosol in the inhalation chamber. Administration should then be repeated in

successive cycles. Severe acute asthma requires hospitalisation. Oxygen therapy and implementation

of systemic corticosteroid treatment should be considered.

Paediatric population

Babies and young children using Ventoline Evohaler may benefit from the use of a paediatric spacer

device with a face mask.

Inhalation by dispenser with mouthpiece.

For correct use the doctor should ensure that the device is being used properly.

If the patient has bad hand/lung synchronisation preventing co-ordination of breathing in and

operating the device, the use of an inhalation chamber is indicated. Other Salbutamol-based

products which are more suitable for such patients are also available

Before using for the first time, remove the mouthpiece cover by gently squeezing the sides of the

cover, shake the inhaler well, and release two puffs into the air to make sure that it works. If it has

not been used for 5 days or more, shake it well and release 2 puffs into the air to make sure that it

works.

After having shaken the device and removed the cap from the mouthpiece by pressing on either

side of it, the patient should :

e Verify the absence of foreign bodies inside and outside of the inhaler including the mouthpiece.

¢ Shake the inhaler well to ensure the absence of any foreign matter and that the components of
the inhaler were properly mixed.

o Breathe out deeply.

® Place the mouthpiece at the mouth, with the bottom of the metal cartridge pointing upwards.
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Remove the mouthpiece and hold the breath for at least 10 seconds.

Reposition the cap on the mouthpiece and press firmly to get it back on position.

The mouthpiece should be cleaned after use as a matter of hygiene.
Contraindications
Although intravenous Salbutamol, and occasionally Salbutamol tablets are used in the management
of premature labour uncomplicated by conditions such as placenta praevia, ante-partum
haemorrhage or toxaemia of pregnancy, inhaled Salbutamol presentations are not appropriate for
managing premature labour. Salbutamol preparations should not be used for threatened abortion.
Ventolin Evohaler is contraindicated in patients with a history of hypersensitivity to any of its
components.

Special warnings and special precautions for use

Patients' inhaler technique should be checked to make sure that aerosol actuation is synchronised
with inspiration of breath for optimum delivery of drug to the lungs.

The management of asthma should normally follow a stepwise programme, and patient response
should be monitored clinically and by lung function tests.

Increasing use of short-acting bronchodilators, in particular beta-2 agonists to relieve symptoms
indicates deterioration of asthma control. Under these conditions, the patient's therapy plan should
be reassessed.

Sudden and progressive deterioration in asthma control is potentially life-threatening and
consideration should be given to starting or increasing corticosteroid therapy. In patients
considered at risk, daily peak flow monitoring may be instituted.

In the event of a previously effective dose of inhaled Salbutamol failing to give relief for at least
three hours, the patient should be advised to seek medical advice.

Salbutamol should be administered cautiously to patients with thyrotoxicosis.

Potentially serious hypokalaemia may result from B,-agonist therapy, mainly from parenteral and
nebulised administration. Particular caution is advised in acute severe asthma as this effect may be
potentiated by concomitant treatment with xanthine derivatives, steroids, diuretics and by hypoxia.
Serum potassium levels should be monitored in such situations.

As with other inhalation therapy, paradoxical bronchospasm may occur, resulting in an immediate
increase in wheezing after dosing. This should be treated immediately with an alternative
presentation or a different fast-acting inhaled bronchodilator, if immediately available. The
specific salbutamol presentation should be discontinued, and if necessary a different fast-acting
bronchodilator instituted for ongoing use.

Interactions with other medicament and other forms of interaction

Salbutamol and non-selective B-blocking drugs such as propranolol, should not usually be
prescribed together.
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Gastrointestinal disorders

Uncommon: Mouth and throat irritation.

Musculoskeletal and connective tissue disorders

Uncommon: Muscle cramps.

Overdosage

The most common signs and symptoms of overdose with Salbutamol are transient beta-agonist
pharmacologically mediated events.

Hypokalaemia may occur following overdose with Salbutamol. Serum potassium levels should be
monitored.

Lactic acidosis has been reported in association with high therapeutic doses as well as overdoses of
short-acting beta-agonist therapy, therefore monitoring for elevated serum lactate and consequent
metabolic acidosis (particularly if there is persistence or worsening of tachypnea despite resolution
of other signs of bronchospasm such as wheezing) may be indicated in the setting of overdose.

PHARMACEUTICAL PARTICULARS

List of excipients

Norflurane (tetrafluoroethane or HFA 134a)
Incompatibilities

None reported

Shelf life

The expiry date is indicated on the outer packaging.

Special precaution for storage

Do not expose to heat above 30°C or to sunlight.
Do not puncture.

Do not burn even when empty.

Nature and contents of container
200 doses in pressurised container (aluminium) fitted with a metering valve (aluminium, stainless
steel, nitrile synthetic rubber) and a mouthpiece.

Instructions for use/handling

The doctor should tell the patient to clean his metered-dose aerosol at least once a week.
The cleaning instructions are:

1. Separate the cartridge from the plastic applicator and remove the cap.

2. Rinse the plastic applicator carefully in lukewarm water.

3. Dry the applicator carefully, both inside and outside.

4, Once this has been done, replace the metal cartridge and the cap.

Do not immerse the metal cartridge in water.

Manufactured by:

Glaxo Wellcome Production, Evreux - France®

* Member of the GlaxoSmithKline group of companies

VENTOLIN and EVOHALER are trademarks of the GlaxoSmithKline group of companies
© 2006 GlaxoSmithKline group of companies. All Right Reserved

GDS Version Number: 24
Version Date: 21 May 2013

THIS IS A MEDICAMENT

Medicament is a product which affects your health and its consumption contrary to instructions is
dangerous for you.

Follow strictly the doctor's prescription, the method of use and the instructions of the pharmacist
who sold the medicament.

- The doctor and the pharmacist are the experts in medicines, their benefits and risks.

- Do not by yourself interrupt the period of treatment prescribed.

- Do not repeat the same prescription without consulting your doctor.

- Keep all medicaments out of the reach of children.

Council of Arab Health Ministers,
Union of Arab Pharmacists.
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Pregnancy and Lactation

There is no information on the effects of salbutamol on human fertility. There were no adverse
effects on fertility in animals.

Administration of drugs during pregnancy should only be considered if the expected benefit to the
mother is greater than any possible risk to the foetus.

As Salbutamol is probably secreted in breast milk, its use in nursing mothers is not recommended
unless the expected benefits outweigh any potential risk.

Effects on the ability to drive and operate machinery

None reported.

Undesirable effects

Adverse events are listed below by system organ class and frequency. Frequencies are defined as:
very common (21/10), common (21/100 to <1/10), uncommon (21/1000 to <1/100), rare
(21/10,000 to <1/1000) and very rare (<1/10,000) including isolated reports. Very common and
common events were generally determined from clinical trial data. Rare and very rare events were
generally determined from spontaneous data.

Immune system disorders

Very rare: Hypersensitivity reactions including angioedema, urticaria, bronchospasm, hypotension
and collapse.

Metabolism and nutrition disorders

Rare: Hypokalaemia.

Potentially serious hypokalaemia may result from beta,-agonist therapy.

Nervous system disorders

Common; Tremor, headache.

Very rare: Hyperactivity.

Cardiac disorders

Common: Tachycardia.

Uncommon: Palpitations.

Very rare: Cardiac arrhythmias including atrial fibrillatior ~upraventricular tachycardia and
extrasystoles.

Vascular disorders
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