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Post Authorisation Assessments

Clamoxyl Long Acting 150 mg/ml Suspension for Injection

Vm 42058/5228
13 May 2025 Submission of new CEP for the manufacture of an active
substance.
08 April 2022 Change(s) in the SPC and Package Leaflet to implement the

outcome of a procedure concerning PSUR.

21 December 2021

Submission of a new certificate of suitability for an active
substance.

21 August 2020

Change in the address of the MAH, 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.

28 March 2019

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

13 January 2017

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.
Addition of an alternative sterilisation site for the active
substance.

26 June 2014

Change to the Marketing Authorisation Holder and distributor
details.

19 December 2011

Changes to an existing pharmacovigilance system as described
in the DDPS

10 November 2009

Change of withdrawal period, from 21 days to 92 days for meat
from cattle.

Removal of a route of administration.

Change of dosage details.

10 November 2009

Renewal.

22 July 2009 Change of name of manufacturer of the finished product.

22 January 2009 Addition of a manufacturer of the active substance.

28 October 2008 Change of legal category from POM to POM-V.
Changes to the SPC and Product Literature to bring in line with
new legislation.

28 July 2005 Change of manufacturer involved in part of the manufacturing

process of the active substance.

27 June 2005

Change of distributor.

27 February 2003

Change of name of MAH.

08 March 2002

Change to method of sterilisation of container.

23 August 2000

Change of manufacturer of the active substance.

28 January 1998

Change of manufacturer of the dosage form.

29 January 1996

Change of specification of the active substance.
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