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Post Authorisation Assessments

Dugnixon 50 mg/ml Solution for Injection for Cattle, Pigs and Horses
Vm 36167/4005

• 01 February 2023 Deletion of a manufacturing site for an active substance.
Updated certificate of suitability for an already approved 
manufacturer.

• 23 January 2023 Change(s) in the SPC, labelling or package leaflet 
intended to implement the outcome of a procedure or 
recommendation from the competent authority or the 
Agency concerning risk management measures in 
pharmacovigilance related to veterinary medicinal 
products.

• 18 November 2022 Added information in relation to the affect of the active 
ingredient on avian scavengers.

• 05 August 2022 Deletion of a manufacturing site for an active substance.
Updated certificate of suitability for an already approved 
manufacturer.

• 04 April 2022 Renewal.
• 03 December 2019 Minor adjustments of the quantitative composition of the 

finished product with respect to excipients.
Replacement of an excipient with a comparable 
excipient.

• 03 May 2018 Change of RMS from the UK to IE.
• 13 March 2018 Submission of a new Ph. Eur. certificate of suitability for 

an active substance manufacturer.
 


