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Post Authorisation Assessments

Doraflox 100 mg/ml Solution for Injection for Cattle and Pigs

 05 May 2016 Renewal – UK as CMS
 02 July 2015 Amendments to section 6.5 of the SPC.

Replacement of batch release sites. 
Replacement of secondary packaging sites. 
Replacement of finished product manufacturing sites. 

 21 May 2015 Introduction of a new pharmacovigilance system. 
 11 November 2014 Change in the SPC and product literature following a 

referral procedure. 
 06 November 2014 Change of MAH, from ‘Vetpharma Animal Health S.L.’ to 

‘Dopharma Research B.V.’
 05 October 2012 Deletion of indication for E. Coli mastitis in cattle and 

intravenous route of administration. 
 01 November 2011 To add an additional pack size.

 


