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Naaked

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

Medicines
Directorate

Telephone +44 (0)1932 336911

Post Authorisation Assessments

Firodyl 250 mg Chewable Tablets for Dogs

Vm 15052/4156

e | 17 August 2023

Extension of the shelf life as packaged for sale to three
years.

Change in the specification limits of the finished
product.

e | 29 March 2023

Change in the specification limits of the immediate
packaging of the finished product.

e | 27 September 2022

Change in the MAH address, from Ceva Animal Health
Ltd, Unit 3, Anglo Office Park, White Lion Road,
Amersham, Buckinghamshire, HP7 9FB to Ceva Animal
Health Ltd, Explorer House, Mercury Park, Wycombe
Lane, Wooburn Green, High Wycombe,
Buckinghamshire, HP10 OHH, United Kingdom.

e | 01 December 2020

Increase in batch size (75 - 125 kg or 488 - 813 kq)
of the active substance used in the manufacturing
process of the active substance.

Introduction of a re-test period of the active
substance.

e | 29 October 2020

Change in the SPC, labelling or package leaflet
due to new data.

e | 19 August 2020

Change in the SPC, labelling or package leaflet
due to new data.
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