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Post Authorisation Assessments

Isocare 1000 mg/g Inhalation Vapour, Liquid

• 08 February 2019 Submission of a new Ph. Eur. certificate of suitability for 
an active substance from a new manufacturer.

• 23 October 2018 Change in the QPPV of an existing pharmacovigilance 
system as described in the DDPS.
Change in the contact details of the QPPV of an existing 
pharmacovigilance system as described in the DDPS.
Change of the back-up procedure of the QPPV of an 
existing pharmacovigilance system as described in the 
DDPS.

• 16 April 2018 Change of RMS from UK to IE.
• 03 October 2017 Repeat Use application to add 9 new member states

 


