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Post Authorisation Assessments

Cobactan LC 75mg Intramammary Ointment for Lactating Cows

e | 02 July 2019 Reduction of the shelf life of the finished product as
packaged for sale from 30 to 24 months.
e | 01 May 2018 Change in RMS from UL to IE.

20 September 2012

Changes to the ATC vet code

10 November 2011

Change of site for part of the manufacturing process of
the active substance
Deletion of manufacturer of the active substance

10 November 2010

Change in immediate packaging

24 February 2010

Change in batch size

18 December 2009

Minor change in the manufacturing process of the active
substance

08 December 2009

Change of MAH address

26 November 2009

Change in tests performed on the active substance

01 October 2009

Change of tests performed on the finished product

07 September 2009

Change of storage conditions from ‘Do not store above
30°C’ to ‘Do not store above 25°C’

08 October 2008

Deletion of a manufacturing site

11 September 2008

Renewal

e | 19 June 2008 Change of name of product from ‘Cephaguard Milking
Cow’ to ‘Cobactan LC 75mg Intramammary Ointment for
Lactating Cows’

e | 02 July 2004 Change of cleaning wipe size

e | 16 June 2004 Change of manufacturer of an intermediate used in the
manufacture of the active substance

e | 12 January 2004 Renewal

e | 01 April 2004 Addition of a manufacturing site for the dosage form and
primary assembly

e | 26 June 2002 Addition of a manufacturing site

Batch size increase

05 March 2002

Change of shape of packaging
Change of manufacturing site, quality control and batch
release

29 June 2000

Repeat use

28 March 2000

Change of MAH

03 December 1999

Change of manufacturer of the active substance

17 August 1999

Addition of cleaning wipes with the packaging

14 May 1998

Decentralised procedure, UK as RMS

29 May 1997

Change of withdrawal period
Update of licence particulars
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o | 21 May 1997 | Change of size of non-sterile containers
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