Naaked

Veterinary

Medicines
Directorate

Woodham Lane, New Haw, Addlestone, Surrey KT15 3LS

Telephone +44 (0)1932 336911

Post Authorisation Assessments

Suvaxyn Parvo/E

12 November 2019

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.

25 September 2018

Change in the contact details of the QPPV of an existing
pharmacovigilance system as described in the DDPS.

e | 17 May 2017 Change in the manufacturer of a starting material used in
the manufacturing process of the active substance.

e | 24 August 2015 Change in test procedures for starting materials used in
the manufacturing process of the active substance.

e | 18 May 2015 Updates to the DDPS.

e | 12 August 2014 Change to control test for the finished product.

10 October 2013

Grouped variation to change: the name and address of
the Marketing Authorisation Holder, change an active
substance manufacturer, change the name of the
manufacturer responsible for batch release, the
manufacturer responsible for the finished product, and
also to change the QPPV details.

e | 08 August 2013 Grouped variation to change the Marketing Authorisation
Holder and Distributor.

e | 22 May 2013 Repeat use procedure authorising product in Finland,
Italy, Portugal and Romania.

e | 13 June 2012 Introduction of a new pharmacovigilance system.

28 December 2011

Change in shape or dimensions of immediate packaging.

26 December 2011

Change in specification parameters and/or limits of the
finished product.

e | 01 July 2011 Change in name/address of manufacturer of the active
substance and change in name/address of manufacturer
of finished product.

e | 09 August 2010 Introduction of a new reference serum for potency test.

e | 24 June 2010 Change in MAH.

e | 15 August 2007 Variation to change the source of an excipient/reagent
from a TSE risk to a non-TSE risk.

e | 15 August 2007 Variation to change the source of an excipient/reagent
from a TSE risk to a non-TSE risk.

e | 26 April 2007 Introduction of a new reference serum for a potency test.

e | 21 March 2007 EUDE Renewal.

e | 12 June 2006 Introduction of a new batch reference batch for a potency
test.

e | 12 June 2006 Introduction of a new batch reference batch for a potency

VMD/L4/GAT/018/C




test.
e | 15 April 2005 Variation to update a potency test.
e | 12 March 2004 Variation to update SPC and Labelling.
e | 18 May 2015 Update to the DDPS.
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