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Post Authorisation Assessments

Avishield IB GI-13, Lyophilisate for Oculonasal Suspension/Use in 
Drinking Water for Chickens

Vm 43676/4005

• 28 April 2024 Extension of the shelf-life of a semi-finished 
immunological medicinal product in accordance with an 
approved stability protocol.

• 18 April 2023 Changes in the manufacturing process of the active 
substance.
Changes in the manufacturing process of the active 
substance.
Changes in the manufacturing process of the active 
substance.
Changes in the manufacturing process of the active 
substance.

• 21 April 2022 Change in the SPC, labelling or package leaflet due to 
new data.

• 12 January 2022 Deletion of a non-significant parameter of an active 
substance in the manufacturing process of the active 
substance. 
Changes to a test procedure for the active substance.
Changes to a test procedure for the active substance. 
Deletion of a specification parameter of the finished 
product.

• 21 December 2021 Submission of an updated Ph. Eur. TSE certificate of 
suitability for a starting material from an already 
approved manufacturer.

• 17 December 2021 Change in the specification limits of an active substance.
• 27 April 2020 Change in control of excipients in the finished product.

 


