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Post Authorisation Assessments

Zerofen Worm Drench 2.5% w/v Oral Suspension for Sheep and Cattle

Vm 08749/5066

11 September 2025

Change in legal entity of MA holder from Chanelle
Animal Health Ltd, 7 Rodney Street, Liverpool, L1 9HZ,
United Kingdom to Chanelle Pharmaceuticals
Manufacturing Ltd, Loughrea, Co Galway, H62 FH9O0,
Ireland.

23 November 2024

Submission of a new or updated Ph. Eur. CEP from an
already approved manufacturer for a non-sterile: — active
substance.

20 October 2024

Editorial changes to part 2 of the dossier.

14 March 2018

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

16 July 2015 Submission of an updated certificate of suitability from an
already approved manufacturer.

29 January 2014 Variation to update the finished product specification.

19 August 2013 Variation to update the manufacturing process.

02 November 2011 Addition of an active substance manufacturer.

26 April 2011 Addition of a warning statement to the SPC and Package

Leaflet.

09 December 2009

Submission of a European Pharmacopoeia Certificate of
Suitability for an active substance manufacturer.

03 September 2008

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

03 September 2008

Renewal.

18 April 2008

Variation to increase the milk withdrawal period.

11 March 2003

Addition of a pack type.

06 September 2002

Variation to change the finished product specification.

01 September 1998

Renewal.

15 December 1997

Extension of the finished product shelf life.
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