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Post Authorisation Assessments

For details of post authorisation assessments prior to 15t January 2021,

please refer to the EMA website.
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15 July 2026 Adverse events 'Elevated renal parameters' and 'Renal failure'
were moved from frequency category 'Very rare' to 'Rare’.
13 May 2026 Minor changes to an approved test procedure for the finished

product.

11 December 2025

Change in synthesis or recovery of a non-pharmacopoeial
excipient.

28 October 2025

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

19 September 2025

One-off alignment of the product information with version 3 of
the GB QRD templates.

28 April 2024

Addition of wording to section 4.6: "polyuria and/or polydipsia
may also be observed on rare occasions" and "Severe
gastrointestinal and renal adverse events may be fatal."

18 November 2021

Minor changes to an approved test procedure of the finished
product.

28 July 2021

Change in the manufacturer of a starting material used in the
manufacturing process of the active substance.
Change in the manufacturer of a starting material used in the
manufacturing process of the active substance.
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