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Post Authorisation Assessments

Clavamox LC Intramammary Suspension for Lactating Cattle

• 28 October 2021 Submission of a new certificate of suitability for an active 
substance (used in manufacturing process of active).

• 21 October 2020 Deletion of manufacturing site for an active substance.
Deletion of Ph. Eur. certificates of suitability for an active 
substance.
Submission of an updated Ph. Eur. certificate of 
suitability for an active substance from an already 
approved manufacturer.

• 13 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.

• 09 May 2019 Submission of an updated Ph. Eur. certificate of 
suitability for an active substance from an already 
approved manufacturer

• 23 October 2018 Addition of a manufacturing site of the finished product.
• 15 October 2018 Renewal – UK as RMS.
• 09 October 2018 Change in RMS from UK to DE. 
• 25 September 2018 Change in the contact details of the QPPV of an existing 

pharmacovigilance system as described in the DDPS.
• 28 March 2018 Submission of an updated Ph. Eur. certificate of 

suitability for an active substance from an already 
approved manufacturer.

• 08 March 2018 Change in the specification limits of the finished product.
• 18 October 2017 Addition of an alternative sterilisation site for the active 

substance.
• 28 June 2017 Repeat Use application to add 2 new member states
• 13 July 2016 Addition of an alternative sterilisation site for the active 

substance.
Addition of an alternative sterilisation site for the active 
substance.
Introduction of a new site of manufacture
Submission of a new certificate of suitability for an active 
substance

• 17 May 2016 Submission of an updated Ph. Eur. certificate of 
suitability.
Submission of an updated Ph. Eur. certificate of 
suitability.

• 02 June 2015 Addition of quantitative specification limits in finished 
product specification.

• 20 April 2015 Addition of a specification limit for the active substance.
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