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Post Authorisation Assessments

Amproline 400 mg/mL Solution for Use in Drinking Water for Chickens 
and Turkeys

Vm 41623/4001

• 13 January 2022 Change of specification(s) of a former non 
Pharmacopoeial active substance to comply with the Ph. 
Eur. or with a national pharmacopoeia of a Member 
State.

• 02 December 2021 Change in the specification limits of the finished product.
• 08 April 2021 Renewal - UK as CMS.
• 08 October 2020 Change in batch size range of the finished product.

Addition of a manufacturer responsible for batch release  
including batch control/testing.
Addition of a primary packaging site of the finished 
product.
Addition of a manufacturing site of the finished product.

• 19 June 2020 Minor change in the manufacturing process of the 
finished product.

• 11 June 2020 Change in storage conditions of the finished product.
• 17 April 2020 Changes (Safety/Efficacy) to a Veterinary Medicinal 

Product following a Repeat Use Procedure.
• 26 July 2019 Repeat Use application to add 11 new member states
• 08 July 2019 Changes to the labelling and package leaflet.

Change of distributor from Vetsonic (UK) LTD, Riccal 
Drive, Malton, Y017 6YE to MAH address.

• 04 April 2019 Change in the name and address of a manufacturer
• 04 April 2019 Change of MAH name and address to:

HUVEPHARMA SA
34 RUE JEAN MONNET
ZI D'ETRICHE
SEGRE
49500 SEGRE-EN-ANJOU BLEU
FRANCE

• 14 February 2019 Change in storage conditions of the finished product.
• July 2018 Change in shape or dimensions of the container or 

closure (immediate packaging).
Changes in the qualitative and quantitative composition 
of the immediate packaging of the finished product.


