Post Authorisation Assessments

Grisol V Powder 7.5% w/w Oral Powder

12 April 2011

Removal of test performed on the finished product

02 November 2010

Submission of a new Ph. Eur. Certificate of Suitability for
an active substance from an already approved
manufacturer

Deletion of a manufacturer of the active substance

29 September 2009

Addition of a manufacturing site for batch release

27 November 2008

Harmonisation of the SPC and Product Literature

28 July 2008

Addition of a manufacturer of the active substance

14 February 2008

Change of legal category from POM to POM-V
Changes to the SPC and Product Literature to bring in
line with new legislation

17 April 2007

Renewal

23 November 2005

Change of address of the manufacturing site of batch
release

16 September 2004

Change of address of the MAH

24 August 2004 Removal of a manufacturing site for the finished product

29 July 2004 Change to the specification of the finished product
Change of address of the manufacturing site for testing
of the finished product

21 July 2004 Addition of a manufacturer of the dosage form

02 April 2004 Renewal

23 July 1998 Renewal
Deletion of a target species

28 June 1996 Change of MAH
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