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Post Authorisation Assessments

Grisol V Granules 7.5%

 14 August 2014 Deletion of a site of secondary assembly. 
 12 August 2014 Change to the text in section 4.11 of the SPC and in the 

product literature. 
 09 December 2013 Submission of an updated Ph. Eur. Certificate of 

Suitability for an already approved manufacturer. 
 01 August 2009 Addition of a manufacturing site of assembly.
 27 July 2009 Addition of a manufacturing site of assembly.
 17 September 2008 Change to batch release arrangements and quality 

control testing of the finished product.
 18 June 2008 Change to withdrawal period for horses – addition of 

statements regarding treated horses not being used for 
human consumption.

 28 November 2007 Change of legal category from POM to POM-V.
Changes to the SPC and Product Literature to bring in 
line with new legislation.

 13 September 2006 Renewal.
 29 March 2006 Addition of a manufacturer of the dosage form.
 25 January 2006 Submission of a new Ph. Eur. Certificate of Suitability for 

an active substance from a new manufacturer.
Change of manufacturing site of batch release.

 24 August 2004 Change of manufacturer and assembler of the dosage 
form.

 19 August 2004 Change of address of the MAH.
 02 December 2003 Addition of a manufacturer for assembly of the dosage 

form.
 25 May 2000 Renewal.
 29 May 1998 Deletion of a target species.
 10 October 1996 Addition of 40g, 70g and 100g sachets.
 08 July 1996 Change of MAH.

 


