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Post Authorisation Assessments

Propofol-Lipuro Vet 10 mg/ml Emulsion for Injection

Vm 03551/4001

e | 19 September 2017

Change in storage conditions of the finished product.

o | 15 July 2015

Addition of co-distributors.
Approval of mock-ups.

e | 01 November 2013

Grouped variation to change the product name,
immediate packaging and pack size of the finished
product, and to introduce a type of container which is
outside the approved pack size limits, changes to the
SPC.

e | 01 November 2013

Change to the finished product specification parameters,
a change outside the approval specification limits, and to
update the finished product specification.

« | 22 May 2013

Addition of a new test parameter for the finished product.

e | 25 February 2013

Submission of an updated Certificate of Suitability for an
already approved active substance manufacturer.

e | 20 June 2011

Submission of an updated Certificate of Suitability for an
already approved active substance manufacturer.

e | 20 June 2011

Submission of an updated Certificate of Suitability for an
already approved active substance manufacturer.

e | 20 June 2011

Submission of an updated Certificate of Suitability for an
already approved active substance manufacturer.

e | 20 June 2011

Submission of an updated Certificate of Suitability for an
already approved active substance manufacturer.

e | 23 February 2011

Change in the test procedure for the finished product.

e | 11 June 2008

Variation to bring the SPC/Labelling in line with the
Veterinary Regulations, 2005.

e | 04 February 2008

Addition of an active substance manufacturer.

e | 04 February 2008

Addition of an active substance manufacturer.

« | 20 July 2007

Renewal.

e | 18 December 2006

Addition of an active ingredient manufacturer.

e | 18 December 2006

Variation to replace a DMF by inclusion of a CEP
manufacturer of the active ingredient.

e | 17 January 2003

Change of name and address of the Marketing
Authorisation Holder.
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