Health Products Regulatory Authority

Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT
VentolinEvohder 100 micrograns Pressurisednhaldion, Suspasion
2QUALITATIVE AND QUANTITATIVE COMPOSITION
Ead metereddosecontainsl00 microgramssabutanol (assuffate).

For thefull list of excipients,see section 6.1.
3PHARMACEUTICAL FORM
Pressurisednhalationsuspension.

Product imported from The Netherlands, Spain and The UK
Pressurisednhalationsuspensioguppliedin analuminium can with metringvalve anda blueactuator.

4 CLINICAL PARTICULARS

AsperPA 1077/049/010

5 PHARMACOLOGICAL PROPERTIES
AsperPA 1077/049/010

6 PHARMACEUTICAL PARTICULARS
6.1 List of excipients
Norflurane(HydrofluoroalkangHFA) 134a

6.2 Incompatibilities

Not applicable

6.3 Shelf life

Thesheltlife expiry dateof this productshdl bethedateshownon the contanerandouterpadkageof the producton
themaiketin the countryof origin.

6.4 Special precautionsfor storage
Do not store above 30°C. Do notrefrigerate or freeze

Protectfrom frostandsunlight.
Replacethe mouthpiececoverfirmly andsnapinto posiion.

Thecanister contains a pressurised liquid. Do not exposeto temperaures hgher than 50°C.
Do not pierce the container even when apparently empty.
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6.5 Nature and contents of container

Pressurisedseaméssaluminiumcaniger fitted with a metered dosevalve and accompaniedby aninhalationadaptor
for manualactiation.

Ead canistercontainsatleast200 metereddoses.

6.6 Special precautionsfor disposal and other handling

Patiens shouldbe carefully instructed in the corred useof theinhaler.

No specialrequirementsor disposl. Any unused medicinal productor waste materialshouldbe disposedf in

accordancavith local requirenents.

7 PARALLEL PRODUCT AUTHORISATION HOLDER
PCO Manufactiring

Unit 10, AshbourneBusnessPark

Rath

Ashbourne

Co.Meath

8 PARALLEL PRODUCT AUTHORISATION NUMBER
PPA0465/064/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
Dateof first authorisation:20 April 2001

Dateof lastrenewal:20 April 2006

10 DATE OF REVISION OF THE TEXT

March2016
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