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Post Authorisation Assessments

Petalexin 300 mg Tablets for Dogs
Vm 17902/4102

15 July 2025 Minor changes to an approved test procedure for the 
finished product.

27 June 2025 Change in the specification parameters and/or limits of 
the finished product.         
Change in the specification parameters and/or limits of 
the finished product.        
Change to in-process tests or limits applied during the 
manufacture of the finished product.
Change to in-process tests or limits applied during the 
manufacture of the finished product.           

09 February 2023 Change in test procedure for an excipient.
05 October 2022 Unlimited renewal.
13 September 2022 Change in the specification parameters and/or limits of 

the finished product.
14 January 2020 Change in the contact details of the QPPV of an existing 

pharmacovigilance system as described in the DDPS.
14 January 2020 Submission of a new Ph. Eur. certificate of suitability for 

an active substance from a new manufacturer.
 


