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Post Authorisation Assessments

Amoxy Active 697 mg/g Oral Powder for Pigs and Chickens

Vm 28365/5004

19 November 2025

Deletion of a manufacturing site for an active substance.

15 October 2025

Change in the specification parameters and/or limits of the
finished product.

11 August 2025

Submission of an updated Ph. Eur. certificate of suitability for
an active substance.

04 March 2025

Addition of a separate package label and leaflet for the pack
sizes 250 g, 500 g, 1 kg, 2,5 kg, 5 kg in addition to the
combined label and leaflet

01 December 2024

Update to a Ph. Eur. CEP for an already authorised
manufacturer of the active substance.

10 January 2024

Updated SPC after SRP process.

29 September 2023

One-off alignment of the product information with version 9.0* of
the QRD templates i.e. major update of the QRD templates in
accordance with Regulation (EU) 2019/6, for veterinary
medicinal products placed on the market in accordance with
Directive 2001/82/EC or Regulation (EC) No 726/2004.

11 September 2023

Submission of a new Ph. Eur. CEP from a new manufacturer for
a non-sterile: — active substance; — starting material, reagent or
intermediate used in the manufacturing process of the active
substance, or — excipient.

09 June 2020

Submission of an updated Ph. Eur. certificate of suitability for
an active substance from an already approved manufacturer.
Submission of an updated Ph. Eur. certificate of suitability for
an active substance from an already approved manufacturer.

24 March 2020

Changes to the labelling and/or package leaflet.

07 August 2019 Change of distributor from: Cross Vetpharm Group UK Ltd.,
Unit 2, Bryn Cefni, Llangefni, Anglesey, LL77 7XA, United
Kingdom to: Duggan Veterinary Supplies Ltd., Holycross,
Thurles, Co. Tipperary, E41 A093, Ireland.

22 May 2019 Renewal — UK as CMS

28 October 2015 Submission of a new certificate of suitability

Submission of an updated certificate of suitability.
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