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Post Authorisation Assessments

Cosacthen 0.25 mg/ml Solution for Injection for Dogs

Vm 10434/4099

e | 16 June 2023

Change in name of a supplier for a starting material for
the active substance.

e | 12 May 2023

Change in address details of contract laboratory
responsible for testing for bacterial endotoxins for the
active substance. (NI)

« | 28 April 2023

Change in test procedure for active substance or starting
material/reagent/intermediate used in the manufacturing
process of the active substance: - Other changes

e | 23 March 2023

Other changes to a test procedure for the active
substance.

e | 08 February 2023

Change in the name of testing sites.
Editorial changes to part 2 of the dossier.

e | 13 January 2023

Change in address of contract testing site for bacterial
endotoxins testing of the active substance.
Change in name of supplier of the starting material.

e | 03 August 2022

Change in testing site name.
Editorial changes to the Part 2 dossier.

e | 18 August 2021

Change to in-process control limits for pH during
manufacture of finished product.

e | 17 September 2020

Change of MAH, from Dechra Regulatory B.V.,
Handelsweg 25, 5531 AE Bladel, The Netherlands to
Dechra Limited, Snaygill Industrial Estate, Keighley
Road, Skipton, North Yorkshire, BD23 2RW, United
Kingdom.

e | 07 May 2020

Repeat Use application to add 1 new member state.
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