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Post Authorisation Assessments

Enrotron 100 mg/ml Solution for Use in Drinking Water for Chicken,

Turkeys and Rabbits
Vm 24745/4022

11 September 2026

One-off alignment of the product information with version
9.1 and version 3 of the QRD template.

13 November 2025

Introduction of a summary of the PSMF or changes to
the summary of the PSMF not already covered
elsewhere in this Annex. (NI).

18 June 2024

Change of distributor address from Cougar Lane, Naul,
Co. Dublin, Ireland to Block 3, Unit 9, CityNorth Business
Campus, Stamullen, Co. Meath, K32 D990, Ireland.

12 January 2024

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

30 November 2023

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

26 January 2021

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

18 December 2018

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

26 July 2018 Renewal — UK as CMS

13 July 2018 Changes to the SPC/product labelling/package leaflet
following an Article 35 referral.

03 May 2017 Deletion of a secondary packaging site.

06 December 2016 Submission of an updated certificate of suitability.

02 August 2016 Replacement of a new Ph. Eur. certificate of suitability for
an active substance from a new manufacturer

25 April 2014 Changes to the SPC, product-information leaflet, and

labels.

03 December 2013

Submission of a new Ph. Eur. certificate of suitability.

15 October 2015

To add a new batch control site.

To add a new batch release site.

To add a new secondary packaging site.
To add a new primary packaging site.
To add a new manufacturing site.
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