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Post Authorisation Assessments

Myorelax 100 mg/ml Solution for Infusion for Horses
Vm 16849/5010

• 13 October 2023 Change in the manufacturing process of the finished 
product.
Change in the manufacturing process of the finished 
product.
Submission of an updated Ph. Eur. certificate of 
suitability for an active   substance.
Submission of an updated Ph. Eur. certificate of 
suitability for an active substance.

• 02 October 2019 Submission of an updated Ph. Eur. certificate of 
suitability for an active substance from an already 
approved manufacturer.

• 24 January 2019 Change in the QPPV of an existing pharmacovigilance 
system as described in the DDPS.

• 05 December 2017 Submission of an updated certificate of suitability.
• 30 August 2017 Renewal – UK as CMS.
• 21 November 2016 Submission of an updated Ph. Eur. certificate of 

suitability for an active substance.
Deletion of Ph. Eur. certificate of suitability for an active 
substance.

• 08 March 2013 Mock-ups reviewed and approved. 
• 06 march  2013 Change of QPPV and change of contact details for 

QPPV for an existing pharmacovigilance system..
 


