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Post Authorisation Assessments

Poulvac IB Primer
Vm 42058/4103

e | 19 August 2022

Replacement of the current biochemical identification
method with an alternative identity test based on mass
spectroscopy.

e | 14 August 2020

Change in the address of the marketing authorisation
holder from Zoetis UK Limited, 5th Floor, 6 St. Andrew
Street, London, EC4A 3AE to Zoetis UK Limited, 1st
Floor, Birchwood Building, Springfield Drive,
Leatherhead, Surrey, KT22 7LP.

e | 15 May 2019

-Change in shape or dimensions of the container or
closure
-Change in the batch size of the finished product.

e | 11 February 2019

Change in the SPC and package leaflet due to new data.

e | 06 November 2018

Change of a test procedure for the finished product.

e | 20 September 2017

Change of a test procedure for the finished product.

e | 21 November 2016

Change in test procedure for the finished product.

e | 7 January 2016

Change in test procedure for the finished product

e | 23 October 2015

Change in name of manufacturer of the active
substance.
Change in name of manufacturer of the finished product.

e | 20 October 2015

Change in name of manufacturer.

e | 06 June 2014

Deletion of a manufacturing site.

e | 28 May 2014

Changes to the manufacturing process of the active
substance.

e | 26 March 2014

Change in test procedure for the finished product.

e | 22 November 2013

Change in the test procedure for an active substance or
starting material/reagent/intermediate used in the
manufacturing process of the active substance.

e | 27 June 2013

Grouped variation to change the Marketing Authorisation
Holder and Distributor. Change the name of the
manufacturer of active substance, blending, filling and
assembly. Change the name and address of the site for
QC testing, and the site for labelling and batch release.
Editorial change to remove an importer of dosage form
from outside the EU.

« | 16 July 2012

Variation to replace a test method recommended in the
Ph. Eur. Monograph 5.2.2.

e | 01 February 2012

Variation to provide clarification for the release testing,
secondary labelling/packaging, and batch release site.

o | 27 July 2011

Variation to change the name of the manufacturing site
which is currently approved for QC testing, labelling, and
batch release.
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13 June 2011

Addition of a manufacturer of a starting
material/reagent/intermediate used in the manufacturing
process of the active substance.

16 December 2010

Variation to change the name of the manufacturer of
active substance, site for blending, filling and assembly,
site for QC testing, site for labelling and batch release.

23 November 2010

Variation to change the name of a manufacturer of active
substance.

20 August 2010

Renewal.

21 April 2010

Change of Marketing Authorisation Holder and
distributor.

09 February 2010

Variation to update the extraneous agents testing in line
with the Eu. Ph. 6" Edition.

13 May 2009 Addition of a site for testing and QP release.
27 July 2007 Variation to update part | and Il of the Addendum.
12 July 2007 Extension of the finished product shelf-life.

06 March 2006

Change in the shape and or dimension of the container
or closure.

18 April 2005 Marketing Authorisation Conversion.

30 June 2004 Renewal.

30 June 2004 Renewal.

30 June 2004 Renewal

30 June 2004 Renewal.

30 June 2004 Renewal.

12 November 2002 Renewal.

03 February 1998 Change of Marketing Authorisation Holder
24 April 1997 Renewal.
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