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Post Authorisation Assessments

Aquatet 100% w/w Premix for Medicated Feeding Stuff

Vm 11003/4002

05 March 2025

Update to the finished product specification based on the
latest Ph.Eur Oxytetracycline hydrochloride monograph
(0198) as a 100% active product.

14 November 2024

Change to comply with Ph. Eur.: change to comply with
an update of the relevant monograph of the Ph. Eur.

13 July 2021

Deletion of manufacturing site for an active substance.

27 October 2020

Deletion of a non-significant parameter of an active
substance.

Change to comply with an update of the relevant
monograph of the Ph. Eur. or national pharmacopoeia of
a Member State.

18 September 2018

Submission of a new Ph. Eur. certificate of suitability for
an active substance excipient from a new manufacturer.

21 March 2018

Change to comply with an update of the relevant
monograph of the Ph. Eur. or national pharmacopoeia of
a Member State.

23 November 2012

Submission of a new Ph. Eur. Certificate of Suitability for
a new manufacturer of the active substance.

24 May 2011

Increase of shelf life of the finished product from 1 year
to 18 months.

12 January 2011

Addition of a 25kg presentation.

12 January 2011

Change in specification of the finished product.

20 May 2009

Removal of manufacturing site for the active substance
and change of address of a manufacturer of an active
substance.

24 February 2009

Corrections/simple text layout changes to the SPC
and/or Product Literature.

09 July 2008

Changes to bring the SPC and Product Literature in line
with new legislation and change in legal category from
MFS to POM-V.

22 June 2007

Renewal.

22 October 2004

Change of MAH from Alpharma Animal Health Ltd to
Pharmaq Limited.

22 July 2004 Renewal.

22 July 2004 Increase of withdrawal period from 400 to 720 degree
days.

30 May 2001 Change of MA holder name from Vetrepharm Ltd to

Alpharma Animal Health Ltd.

13 March 1997

Addition of a manufacturer of the active substance.

22 February 1996

Addition of a manufacturer of the active substance.
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