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16 February 2026 Deletion of a non-significant specification parameter for 
an active substance.

16 February 2026 Deletion of a manufacturing site for the finished 
product.
Deletion of a manufacturing site for the finished 
product.

09 October 2025 Minor change to an approved test procedure for an 
active substance.

18 August 2025 Change in the specification parameters for a reagent 
used in the manufacturing process of an active 
substance.
Change in the specification parameters of a reagent 
used in the manufacture of an active substance.
Change in the specification parameters of a reagent 
used in the manufacture of an active substance.
Minor change to the manufacturing process of an 
active substance.

04 July 2025 Minor changes to an approved test procedure for the 
active substance.

04 April 2025 Addition of a manufacturer of a starting material used in 
the manufacturing process of the active substance.

27 February 2025 Change in the name or address or contact details of a 
manufacturer or supplier of a starting material.
Deletion of a supplier of a starting material.

 


