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Post Authorisation Assessments

KetoProPig 100 mg/ml Oral Solution for Use in Drinking Water for Pigs
Vm 32112/4000

18 February 2025 Introduction of a summary of the PSMF or changes to the 
summary of the PSMF not already covered elsewhere in this 
Annex. (NI).

22 January 2025 To change distributor from Huvepharma NV, Uitbreidingsstraat 
80, 2600 Antwerp, Belgium to DUGV UK Limited, Union 
House, 111 New Union Street, Coventry, England, CV1 2NT.
Approval of mock ups.

07 January 2025 Change in the local representative from Huvepharma NV, 
Uibreidingsstraat 80, 2600 Antwerp, Belgium to 
DUGV UK Limited, Union House, 111 New Union Street, 
Coventry, CV1 2NT England.

19 March 2024 Change in batch size of the finished product. (NI)
20 February 2023 Change in batch size of the finished product.
12 July 2022 Updated certificate of suitability from an already approved 

manufacturer.
17 March 2020 Change in the safety database of an existing 

pharmacovigilance system as described in the DDPS.
04 September 2018 Change in RMS from UK to ES. 
02 August 2018 Replacement of a new Ph. Eur. certificate of Suitability for an 

active substance from a new manufacturer.
27 March 2014 Change to comply with the Ph. Eur. or national 

Pharmacopoeia of a member state.  
31 October 2013 Renewal.
01 November 2012 Submission and addition an updated Ph. Eur Certificates of 

suitability.
31 October 2012 Variation to add Polish language to the mock-ups.
23 August 2012 Introduction of a new DDPS.
08 August 2012 Change of distributor.
16 November 2011 To change the MAH and distributor from Pfizer Limited to 

Labiana Life Sciences S.A.U., C/Venus 26, Can Parellada 
Industrial, Terrassa 08228 Barcelona Spain.

07 October 2011 To change the MAH address in Poland only.
17 March 2010 To change the MAH and distributor from Fort Dodge Animal 

Health Ltd to Pfizer Limited.


