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• 02 January 2024 Introduction of a summary of the PSMF or changes to 
the summary of the PSMF not already covered 
elsewhere in this Annex. (NI)

• 28 September 2023 Change in the holding time of an intermediate or bulk 
product.

• 13 September 2023 Change in the specification parameters and/or limits of 
the immediate packaging of the finished product.

• 28 February 2023 Change to specifications to comply with Ph. Eur. 
• 03 February 2023 An update to the Quality Chemical ASMF for the active 

substance for a change to the manufacturer and 
distributor of a starting material.

• 18 October 2022 Change to specifications to comply with Ph. Eur.
• 18 October 2022 Change in test procedure for an active substance.
• 05 October 2022 Change in test procedure for an active substance.
• 26 September 2022 An update to the Quality Chemical ASMF for the active 

substance for a change to the manufacturer and 
distributor of a starting material.

• 22 September 2022 Substantial updates to an ASMF.
• 08 April 2021 Minor changes to SPC/QRD following repeat-use 

procedure.
• 18 November 2020 Repeat Use Application to add 22 new member states.
• 23 June 2020 Renewal - UK as CMS.
• 28 November 2019 Change in ATC code.

Increase in batch size of the active substance used in the 
manufacturing process of the active substance.
Tightening of specification limits of an active substance 
used in the manufacturing process of the active 
substance.
Addition of a new specification parameter with its 
corresponding test method of a starting material used in 
the manufacturing process of the active substance.
Addition of a new specification parameter with its 
corresponding test method of an active substance used 
in the manufacturing process of the active substance.
Deletion of a non-significant parameter of an active 
substance used in the manufacturing process of the 
active substance.
Tightening of an in-process limit applied during the 
manufacturer of the active substance.
Changes to a test procedure (including replacement) for 
the active substance.
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• 04 November 2019 Tightening of specification limits of a starting material 
used in the manufacturing process of the active 
substance.
Minor change to the restricted part of an Active 
Substance Master File.

• 15 October 2019 Minor change to the restricted part of an Active 
Substance Master File.

• 25 September 2019 Change in the QPPV of an existing pharmacovigilance 
system as described in the DDPS. 

• 26 March 2019 Changes to the active substances.
 


