Post Authorisation Assessments

Tetramin 200 Powder Premix for medicated feed

13 July 2015

Submission of an updated certificate of suitability.
Submission of a new certificate of suitability.
Deletion of a batch release site.

26 March 2014

Extension of shelf life from 2 to 4 years.

18 May 2013

Grouped variation concerning a transfer of the Marketing
Authorisation Holder as well as the distributor, the
addition of an alternative site for batch release, a change
of name of the site for batch testing, and the deletion of a
manufacturer.

11 August 2010

Variation to register an alternative active substance
manufacturer, and to delete an existing active substance
manufacturer.

21 March 2009

Addition of a site responsible for QA testing of the
finished product.

14 August 2007

Addition of a manufacturer and assembler of the dosage
form. Replacement of a site for batch release in the EU.

08 March 2007

Variation to change the SPC/Labelling in line with the
Veterinary Regulations, 2005. Transfer of the legal
category from POM to POM-V.

28 December 2006

Variation to change the Marketing Authorisation Holder.

20 October 2006

Renewal.

16 August 2006 Change in the test procedures for the finished product.
11 July 2005 Change of distributor.
28 August 2003 Addition of a distributor.

31 August 2001

Change of name of the Marketing Authorisation Holder.

28 September 1999

Change of name of the Marketing Authorisation Holder.

20 November 1998

Change in the finished product specification.
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