
Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

VentolinEvohaler 100micrograms PressurisedInhalation, Suspension

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Each metereddosecontains100microgramssalbutamol (assulfate).

For thefull list of excipients,see section 6.1.

3 PHARMACEUTICAL FORM

Pressurisedinhalationsuspension.

Product imported from The Netherlands, Spain and The UK
Pressurisedinhalationsuspensionsuppliedin analuminium can with meteringvalveandablueactuator.

4 CLINICAL PARTICULARS

As perPA 1077/049/010

5 PHARMACOLOGICAL PROPERTIES

As perPA 1077/049/010

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Norflurane(Hydrofluoroalkane(HFA) 134a)

6.2 Incompatibilities

Not applicable.

6.3 Shelf life

Theshelf-life expirydateof this productshall bethedateshownon thecontainerandouterpackageof theproducton
themarket in thecountryof origin.

6.4 Special precautions for storage

Do not store above 30°C. Do not refrigerate or freeze.

Protectfrom frostandsunlight.
Replacethemouthpiececoverfirmly andsnapinto position.

Thecanister containsapressurised liquid.Do not exposeto temperatures higher than 50˚C. 
Do not pierce thecontainer even when apparently empty.
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6.5 Nature and contents of container

Pressurised,seamlessaluminiumcanister fitted with a metered dosevalve andaccompaniedby aninhalationadaptor
for manualactivation.

Each canistercontainsat least200metereddoses.

6.6 Special precautions for disposal and other handling

Patients shouldbecarefully instructed in thecorrect useof theinhaler. 
No specialrequirementsfor disposal. Any unusedmedicinal productor waste materialshouldbedisposedof in
accordancewith local requirements.

7 PARALLEL PRODUCT AUTHORISATION HOLDER

PCO Manufacturing
Unit 10,AshbourneBusinessPark
Rath
Ashbourne
Co.Meath

8 PARALLEL PRODUCT AUTHORISATION NUMBER

PPA0465/064/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first authorisation:20April 2001

Dateof lastrenewal:20April 2006

10 DATE OF REVISION OF THE TEXT

March2016
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