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Post Authorisation Assessments

Mypravac Suis Suspension for Injection

Vm 17533/3004

o 15 July 2019 Change in the safety database of an existing
pharmacovigilance system as described in the
DDPS.

° 18 May 2018 Change in RMS from UK to ES.

° 18 June 2009 Change to packaging material not in contact with
final formulation.

° 12 June 2005 Renewal procedure.

° 24 January 2007 | Pack type.

° 05 October 2005 | Repeat Use Procedure (UK as RMS).

o 30 March 2005 Inclusion of a bio burden control test.

o 19 January 2005 | Inclusion of a new laboratory trial concerning the
efficacy of the vaccine.

o 20 March 2003 MRP (UK as RMS).

o 31 July 2002 Change of batch size of the active substance.

° 08 July 2002 Change of the finished product shelf life.

o 19 June 2002 Addition of an active substance manufacturer.




