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Post Authorisation Assessments

Peptaleve 370 mg/g Oral Paste for Horses

Vm 02000/4443

09 June 2025

Change in the specification parameters of an excipient.

08 May 2025

Alignment of the product information with version 9.1 of
the QRD templates.

23 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)

11 May 2022

Change in the SPC, labelling or package leaflet following
assessment of the same change for the reference
product.

30 March 2022

Change of MAH, from Norbrook Laboratories (Ireland)
Limited, Rossmore Industrial Estate, Monaghan

Ireland to Norbrook Laboratories Limited, Station Works,
Camlough Road, Newry, Co. Down, BT35 6JP, Northern
Ireland.

27 October 2020

Addition of a secondary packaging site of the finished
product.
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