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Post Authorisation Assessments

Coliscour Oral Solution of Colistin Sulphate 2MIU/ml
Vm 15052/4017

• 02 October 2020 Submission of an updated Ph. Eur. certificate of 
suitability for an active substance from an already 
approved manufacturer.
Extension of a re-test period of the active substance.

• 16 October 2015 Submission of an updated certificate of suitability.
• 29 May 2015 Change to the SPC and product literature following an 

article 35 referral. 
• 24 May 2012 Submission of an updated Ph. Eur. Certificate of 

Suitability for an active substance from an already 
approved manufacturer

• 23 September 2011 Change of address of the MAH
• 22 August 2011 Addition of a manufacturer of the active substance
• 03 December 2010 Renewal
• 10 June 2009 Changes to Part II of the Dossier
• 08 November 2007 Changes to the SPC and Product Literature to bring in 

line with new legislation
• 28 March 2007 Change of name of product from ‘Colivet Solution’ to 

‘Coliscour Oral Solution of Colistin Sulphate 2MIU/ml’
 


