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Directorate

Post Authorisation Assessments

Doxatib 500 mg/g Powder for Use in Drinking Water for Pigs
and Chickens
Vm 01656/5053

e | 19 December 2023 Introduction of a summary of the PSMF or changes to
the summary of the PSMF not already covered
elsewhere in this Annex.

o | 21 July 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.

e | 28 April 2023 Submission of a new or updated Ph. Eur. CEP from an
already approved manufacturer for a non-sterile: — active
substance.

e | 25 February 2022 Updates to labelling.

e | 24 November 2021 Change in the name and/or address of a manufacturer of
the finished product.

e | 16 September 2021 | Renewal — UK as CMS.

e | 07 January 2021 Change in the SPC, labelling or package leaflet following
assessment of the same change for the reference
product.

e | 29 May 2020 Submission of an updated Ph. Eur. certificate of

suitability for an active substance from an already
approved manufacturer.

e | 28 January 2020 Change in the contact details of the QPPV of an existing
pharmacovigilance system as described in the DDPS.
e | 23 October 2018 Update to the Local Representative details.

e | 09 November 2016 Change in Distributor Details
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