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Post Authorisation Assessments

Stabox 500 mg/g Powder for Oral Solution for Pigs

Vm 05653/3039

01 August 2025

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

07 March 2025

Deletion of a manufacturing site for an active substance.
Submission of a new Ph. Eur. CEP from an already
approved manufacturer for a non-sterile active
substance.

Submission of an updated Ph. Eur. CEP from an already
approved manufacturer for a non-sterile active
substance.

Submission of an updated Ph. Eur. CEP from an already
approved manufacturer for a non-sterile active
substance.

07 February 2025

One-off alignment of the product information with version
9.0* of the QRD template.

14 November 2024

Change in the address of a manufacturer of the finished
product.

14 March 2024

Update of a CEP for the manufacture of an active
substance to a new version.

22 November 2022

Change in test procedure for the finished product.

03 February 2022

Change in the name of a manufacturer of the finished
product, also responsible for batch release.

05 March 2021

Submission of a new Ph. Eur. certificate of suitability for
an active substance from a new manufacturer.

02 June 2020

Introduction of a re-test period of the active substance.

17 March 2020

Submission of an updated Ph. Eur. certificate of
suitability for an active substance from an already
approved manufacturer.

Submission of an updated Ph. Eur. certificate of
suitability for an active substance from an already
approved manufacturer.

08 July 2019

Submission of a new Ph. Eur. certificate of suitability for
an from a new manufacturer.

Introduction of a re-test period/storage period of the
active substance.

13 March 2018

Submission of a new Ph. Eur. certificate of suitability for
an active substance from a new manufacturer.

18 January 2013

Submission of mock-ups for approval.

27 July 2012

Grouped variation to add a new pack type, add a new
pack size, and submit a new Certificate of Suitability for a
new active substance manufacturer.
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26 July 2011

Deletion of a dosing device, and the deletion of a test for
the finished product.

14 June 2011

Submission of a new European Pharmacopoeia
Certificate of Suitability for a new manufacturer of the
active substance.

25 August 2010 Variation to change the name of the active substance
manufacturer.

23 April 2010 Renewal, UK as CMS.

24 June 2005 Renewal, UK as CMS.

09 July 2004 Change in the specification of the finished product.

20 February 2003

Repeat Use Procedure (UK as CMS).
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