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Post Authorisation Assessments
For details of post authorisation assessments prior to 1st January 2021, 

please refer to the EMA website.

Ingelvac CircoFlex Suspension for Injection for Pigs
Vm 04491/5013

10 December 2025 To update the SPC and labelling texts with the latest GB 
national SPC/QRD template v3.

15 January 2025 To introduce an alternative site for the quality control testing of 
the finished product.

25 October 2024 Change in the address of a manufacturer of the finished 
product.

20 February 2024 Editorial changes to part 2B of the dossier.
25 August 2023 Changes to labelling which are not connected with the 

summary of product characteristics.
13 April 2023 Change in the name or address or contact details of a qualified 

person for pharmacovigilance.
14 March 2023 Changes to labelling to include GB details in blue box.
08 February 2022 Change in the SPC, labelling or package leaflet due to new 

data.
28 September 2021 Change in the name and address of the manufacturer of the 

finished product.
29 July 2021 Change in the number of units (e.g. ampoules, etc.) in a pack 

within the range of the currently approved pack sizes of the 
finished product.
Change in the number of units (e.g. ampoules*, etc.) in a pack 
within the range of the currently approved pack sizes of the 
finished product.
Change in the number of units (e.g. ampoules*, etc.) in a pack 
within the range of the currently approved pack sizes of the 
finished product.
Change in the number of units (e.g. ampoules*, etc.) in a pack 
within the range of the currently approved pack sizes of the 
finished product.
Change in the number of units (e.g. ampoules*, etc.) in a pack 
within the range of the currently approved pack sizes of the 
finished product.
Change in the number of units (e.g. ampoules*, etc.) in a pack 
within the range of the currently approved pack sizes of the 
finished product.
Changes to the labelling and package leaflet
Addition of a new container for the finished product. 

25 March 2021 Change in the QPPV of an existing pharmacovigilance system 
as described in the DDPS.

https://www.ema.europa.eu/en

