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21 July 2026 Minor changes: to an approved test procedure.

21 July 2026 Change to quality control testing arrangements of an active 
substance.
Change to an approved test procedure for an active substance.

26 June 2026 Change in the specification parameters of a reagent used in an 
active substance manufacturing process.
Change in the specification parameters of a reagent used in an 
active substance manufacturing process.

03 February 2026 Addition of anorexia, lethargy, tachypnoea, ataxia, muscle 
tremor, hyperactivity and pruritus as AE to align with reference 
product.

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

19 August 2025 Addition of a primary packaging site of a non-sterile finished 
product.
Addition of a secondary packaging site of a finished product.

04 June 2025 Minor changes to an approved test procedure for the finished 
product.

24 April 2025 Change in the specification parameters of an intermediate.
Change in the specification parameters of an intermediate.
Change in the specification parameters of an intermediate.
Minor change in the manufacturing process of an intermediate.

24 April 2025 Change in the manufacturer of an intermediate.

23 April 2025 Change in the name of a supplier of a starting material used in 
the manufacture of the active substance.
Deletion of a supplier of a starting material for an active 
substance.


