
No. Name of Drug Active Ingredient(s) Updated Section Update
Date of 

Update
MAH

1 Aprovel Irbesartan Undesireable effects
Addition of  "anaphylactic reaction" and "anaphylactic shock" as adverse reactions with frequency "Not 

Known" under Immune System Disorders. 24-Feb-20 Sanofi

Addition of text to read "Patients who use Docetaxel have the risk of developing another primary 

malignancy especially if used in combination with other chemotherapy agents that carry similar risk. 

Patients should be monitored closely for a second malignancy". 

Addition of text under frequency unknown to read "Developing a second malignancy".

Qualitative And 

Quantitative 

Composition

Modification of text to read "Each metered dose of pressurised inhalation, suspension contains 90 µg/100 

µg salbutamol. Each metered dose of inhalation powder contains 100 µg salbutamol.Each 2.5 ml of 

inhalation vapour, solution contains 1.25 mg/2.5 mg/5 mg/12.5 mg salbutamol. Excipient(s) with known 

effect: [to be completed nationally]

For the full list of excipients".

Pharmaceutical Form
Modification of text to read "Pressurised inhalation, suspension. Inhalation vapour, solution. Inhalation 

powder

Therapeutic indication
Deletion of text under therapeutic indications to read "Salbutamol is indicated in adults, adolescents and 

children aged 4 to 11 years".

Modification of text under posology and method of administration to read "Salbutamol is intended for 

inhalation only.

Posology

The aim should be individual dose. Adults and adolescents aged 12 years and older

Relief of attacks: 1-2 inhalations as required.

Maximum dose: 8 inhalations per day.

Modification of texr under posology and method of administration to read "Paediatric population.

 The effect of salbutamol for children <4 years has not yet been established. Available data are described in 

section 5.1. Dose recommendations cannot be made".

Modification of text under posology and method of administration to read "Children below 12 years of age

Relief of attacks: 1 inhalation as required. The dose may be increased to two inhalations if required.

Maximum dose: On-demand use of salbutamol should not exceed 2 inhalations four times daily.                                                                                                                                                                         

 Reliance on such frequent supplementary use, or a sudden increase in dose, indicates

poorly controlled or deteriorating asthma.To prevent allergen- or exercise-induced symptoms, one 

inhalation, or two if necessary, should be taken 10-15 minutes before challenge. The maximum dose is up 

to two inhalations 4 times daily."

The underlisted safety variations have been submitted by Marketing Authorization Holders (MAHs) and approved by the Food and Drugs Authority in line with the Variation Guidelines for Allopathic Medicines.These 

safety variations are being shared with healthcare professionals and patients.

Safety Updates
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Posology and method 

of administration 

Modification of text under posology and method of administration to read "The following dose 

recommendations apply to adults, adolescents

and children (4-11 years of age):1 single dose = 1.25 mg salbutamol

*Salbutamol – inhalation solution+

The following dose recommendations apply to adults, adolescents and children(4-11 years of age):

Adults and adolescents:1 single dose = 1.25-2.5 mg salbutamol,Children (4-11 years of age)

1 single dose = 0.25-0.5 mg salbutamol per year of life; maximum dose: 2 mg salbutamol

Patients who inhale with an electric nebuliser at home dilute theprescribed number of drops with 3 ml 

sterile physiological sodium chloride solution.

*Salbutamol – inhalation vapour, solution+

inhaled, if possible about 10-15 minutes in advance

respiration in most cases. If dyspnoea has not noticeably improved 4 minutes after inhalation of the first 

single dose, a further single dose may be taken. If a severe attack of dyspnoea cannot be reversed even 

with a second single dose, further single doses may become necessary. In these cases, medical assistance is 

necessary without delay.

single dose 3-4 times per day; treatment should be accompanied by antiinflammatory therapy. The interval 

between the single inhalations should be at least 4 hours.

The total daily dose should not exceed [Salbutamol - ready to use solution 1.25 mg/2.5 ml: 5 single doses] 

of (15 mg salbutamol) or [Salbutamol - inhalation solution 5 mg/ml: 60 drops] in adults and

adolescents and [Salbutamol - inhalation solution 5 mg/ml: 30 drops] in children (4-11 years of age). No 

additional therapeutic benefit is generally to be expected with a higher dose, but the

probability of even severe adverse reactions can be increased.  

Addition of text under posology and method of administration to read "Children and adolescents

For the administration to adolescents (older than 12 years of age) and children (4-11 years of age) the 

above mentioned dose

recommendations apply.The safety and efficacy of salbutamol in children (≥18 months-<4 years of age) 

was shown to be comparable to that of other

salbutamol inhalational pharmaceutical forms. A dose recommendation cannot be given.
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Posology and method 

of administration 

Modification of text under posology and administration to read "Due to the construction type of many 

aerosol devices it is possible that nebulised solution for inhalation will be released in adjacent areas of the 

device. Salbutamol should therefore be inhaled in well-ventilated rooms. This applies particularly to 

hospital rooms where several patients use aerosol devices at the same time. To be inhaled according to 

directions for use: [Salbutamol - ready to use solution]

First, the protective foil is cut with scissors at the designated location. After removal of the ampoule strip, a 

plastic ampoule is separated and opened by turning. The solution is ready-to-use, there is no need for 

dilution. The solution is inhaled over a period of about 10 minutes. Unused residuals of the solution in the 

inhaler are to be discarded. Patients who inhale with an electric nebuliser at home dilute the prescribed 

number of drops with 3 ml sterile physiological sodium chloride solution. While counting drops the pipette 

must be kept in a vertical position. The inhalation lasts over a period of about 15 minutes. Unused 

residuals of the solution for inhalation in the inhaler should be discarded.                                                                                

Children should use these medicinal products only under the supervision of an adult and according to the 

physician’s orders. The duration of treatment depends on the type, severity and course of the disease and 

is to be determined by the physician on an individual basis.

Pregnancy and 

lactation

Addition of text under pregnancy and lactation to read "Fertility-There is no information on the effects of 

salbutamol on human fertility. There were no adverse effects on fertility in animals."

Undesirable effects 
Addition of text under undesirable effects to read "Within each frequency grouping,

undesirable effects are presented in order of decreasing seriousness".

Overdose

Addition of text under overdose to read "Lactic acidosis has been reported in association with high 

therapeutic doses as well as overdoses of short-acting betaagonist therapy, therefore monitoring for 

elevated serum lactate and consequent metabolic acidosis (particularly if there is persistence or worsening 

of tachypnoea despite resolution of other signs of bronchospasm such as wheezing) may be indicated in 

the setting of overdose".

Modification of text under pharmacodynamic properties to read "Pharmacotherapeutic group: Drugs for 

obstructive airway diseases, adrenergics, inhalants, selective beta2-adrenoreceptor agonists".

Modification of text under pharmacodynamic properties to read "Special populations

Children <4 years of age. Paediatric clinical studies conducted in patients <4 years with bronchospasm 

associated with reversible obstructive airway disease, showed that salbutamol pressurised inhalation, 

suspension was well tolerated and had a safety profile comparable to that in children over 4 years, 

adolescents and adults".

Sandoz
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