e o

Veterinary Woodham Lane, New Haw, Addlestone, Surrey KT15 3LS
Medicines Telephone +44 (0)1932 336911

Directorate

Post Authorisation Assessments

Nuflor 300 mg/ml Solution for Injection for Cattle and Sheep
Vm 01708/4574

e | 22 March 2024 Change in the specification parameters of an active
substance.

e | 08 March 2024 Incorporation of changes required for products including
the excipient NMP, following referral outcome. (NI)

e | 08 March 2024 Incorporation of changes required for products including
the excipient NMP, following referral outcome. (GB)

e | 02 June 2023 Tightening of specification limits for the active substance.

e | 06 February 2023 Tightening of specification limits for the active substance.

e | 27 January 2022 Addition of a manufacturer of the active substance or

addition of a site of manufacture.

e | 09 September 2021 | Minor changes to an approved test procedure of the
finished product.

e | 04 December 2020 Change in the name of a manufacturer of the finished
product, also responsible for batch release.

e | 14 August 2020 Change in the name of the marketing authorisation
holder from Intervet UK Limited to MSD Animal Health
UK Limited.

e | 27 April 2020 Minor changes to an approved test procedure of the

finished product.

e | 13 November 2018 Change in the safety database of an existing
pharmacovigilance system as described in the DDPS

e | 11 May 2017 Renewal — UK as CMS.

e | 01 December 2016 Change in the safety database of an existing
pharmacovigilance system as described in the DDPS.

e | 29 June 2016 Change in the manufacturer of a starting material used in
the manufacturing process.
e | 06 March 2015 Change to the specification of the active substance.

Change to the name and address of a manufacturer.
Change in batch size of the active substance.

e | 27 November 2014 Update of the pharmacovigilance system as described in
the DDPS.

e | 20 November 2014 | Change in test procedure for the active substance.
Change in the re-test period of the active substance.
To introduce a second manufacturing process.

e | 20 August 2014 Deletion of a manufacturing site of the active substance.

e | 11 January 2013 Deletion of a manufacturing site of the active substance.




