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14 August 2025 Update to dosing instructions.

11 December 2024

Submission of a new or updated Ph. Eur. CEP from an
already approved manufacturer for a non-sterile: — active
substance.

14 March 2018

Submission of a new Ph.Eur. certificate of suitability for
an active substance from a new manufacturer.

16 July 2015

Submission of an updated certificate of suitability from an
already approved manufacturer.

18 March 2008

Changes to bring the SPC and product literature in line
with new legislation and transfer the legal category from
PML to POM-VPS.

24 January 2008

Renewal.

21 November 2003

Renewal.

11 March 2003

Addition of a 1 kg pack size.

25 October 2002

Increase in batch size.

04 November 1999

Changes to the packaging and addition of a pack size.

11 August 1999

Changes to the secondary packaging site.

11 January 1999

Amendments made to the safety warnings.
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