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Post Authorisation Assessments

Gleptovex 200 mg/ml Solution for Injection for Pigs

Vm 36967/4007

27 October 2025

Change in the manufacturer of a starting material used in
the manufacturing process of the active substance-
Other changes.

Change in the manufacturing process of the finished
product, including an intermediate used in the
manufacture of the finished product.

Change in the specification parameters of an active
substance, starting material used in the manufacturing
process of the active substance - Deletion of a
specification parameter.

Change to in-process tests during the manufacture of the
finished product - Deletion of an in-process test.

10 April 2025

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

02 November 2023

Addition of a manufacturer responsible for batch release
not including batch control or testing of a sterile finished
product.

31 July 2023 Changes to the manufacturing process of the finished
product.
06 July 2022 Minor change in manufacturing process: Addition of new

container for the filling of the intermediate.
Addition of an alternative manufacturer of the starting
material.

01 December 2021

Renewal — UK as CMS.
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