Veterinary
Medicines

Directorate

Woodham Lane, New Haw, Addlestone, Surrey KT15 3LS

Telephone +44 (0)1932 336911

Post Authorisation Assessments

Trymox LA 150 mg/ml Suspension for Injection for Cattle, Sheep, Pigs,

Dogs, Cats
Vm 05150/3003

e | 17 April 2024

Submission of an updated CEP for amoxicillin trihydrate.

e | 21 November 2023

Submission of an updated certificate of suitability.

e | 30 December 2022

Updated certificate of suitability from an already
approved manufacturer.

e | 10 August 2022

Change in Distributor, from: Tullyvin Laboratories Ltd, 35
Abbeydale Park, Newtownards, Co. Down,

Northern Ireland, BT23 8RE to: FORTE Healthcare
Limited, Block 3, Unit 9, CityNorth Business Campus,
Stamullen, Co. Meath, K32 D990, Republic of Ireland.

e | 15 February 2021

Changes to the SPC/product labelling/package leaflet
following an Atrticle 35 referral.

e | 22 May 2020

Deletion of manufacturing site for an active substance.
Qualitative and/or quantitative changes to the excipients.

e | 22 May 2020

Increase in the shelf-life of the finished product as
packaged for sale, from 18 months to 24 months (50 &
100 ml) and 12 months to 24 months (250ml).

e | 30 August 2019

Change in the shelf-life of the finished product as
packaged for sale.
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