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Post Authorisation Assessments

Bioestrovet Swine 0.0875 mg/ml Solution for Injection for Pigs

Vm 08007/3000

05 September 2025

Updates in line with same changes to reference product.
Alignment of the product information with version 9.0* of the
QRD templates.

28 May 2025

Minor change to active substance master file restricted part.

18 January 2025

Up to 10-fold increase compared to the originally approved
batch size for the active substance.

21 December 2023

Change(s) in the name or address or contact details of a
qualified person for pharmacovigilance (QPPV).

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

01 August 2023

Introduction of a new batch size of the finished product.

07 July 2023

Change in the shelf-life or storage conditions of the finished
product: - Extension of the shelf life of the finished product.




