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Post Authorisation Assessments

Suiseng Suspension for Injection for Pigs
Vm 17533/4009

• 13 February 2024 Change in the name and address details of the 
manufacturer of the active substance. (NI)

• 14 April 2023 Change in the name and address details of the 
manufacturer of the active substance.

• 15 July 2019 Change in the safety database of an existing 
pharmacovigilance system as described in the 
DDPS.

• 21 June 2019 Deletion of a test procedure for the intermediate 
used in the manufacturing process of the active 
substance if an alternative test procedure is already 
authorised.
Deletion of a non-significant in-process test applied 
during the manufacture of the active substance.
Changes to a test procedure (including 
replacement) for the active substance.
Change to in-process tests applied during the 
manufacture of the active substance. 
Change in the batch size (including batch size 
range) of the active substance used in the 
manufacturing process of the active substance.
Qualitative composition changes to the immediate 
packaging of the active substance.
Changes in the manufacturing process of the active 
substance.

• 21 June 2019 Minor changes to an approved test procedure of the 
finished product.
Minor changes to an approved test procedure of the 
finished product.
Minor change in the manufacturing process of an 
immediate release solid oral dosage form or oral 
solutions.
Change of a test procedure for the finished product.

• 07 February 2018 Change in RMS from UK to IE. 
• 04 February 2016 Change in the name of the local UK representative. 
• 21 October 2015 Repeat use application to add one new member 

state.
• 06 February 2015 Renewal. 
• 06 November 2014 Increase in the storage period of the clostridium 

antigens to 24 months. 
• 16 December 2010 Variation to extend the shelf-life of the finished 



product from fifteen to eighteen months.
• 16 December 2010 Variation to extend the shelf-life of the E.coli 

antigens.


