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Post Authorisation Assessments

Depocillin 300 mg/ml Suspension for Injection

Vm 06376/4081

23 February 2026

Introduction of a summary of the PSMF or changes to
the summary of the PSMF not already covered
elsewhere in this Annex.

18 February 2026

Introduction of a manufacturer of the active substance
supported by an ASMF.

12 August 2025

Updates to the product literature after the outcome of a
referral procedure regarding VMPs containing procaine
benzylpenicillin as a single active substance in a
suspension for injection.

Alignment of the product information with version 3 of the
GB QRD templates

19 December 2024

Approval of mock ups.

01 December 2024

Submission of an updated Ph. Eur. certificate of
suitability.

28 June 2024

Change in legal entity of the MAH from MSD Animal
Health UK Limited, Walton Manor, Walton, Milton
Keynes, MK7 7AJ, United Kingdom to Intervet
International BV, Wim de Korverstraat 35, 5831 AN,
Boxmeer, Netherlands.

31 July 2023

Change in immediate packaging of the finished product.

29 November 2022

Substantial changes in the updated version of an ASMF.

24 September 2021

Change in the summary of product characteristics,
labelling or package leaflet following PSUR assessment.

20 May 2021

Update to the ASMF.

17 July 2020

Change of MAH from Intervet International BV
represented by: Intervet UK Ltd., Walton Manor, Walton,
Milton Keynes, Buckinghamshire, MK7 7AJ to MSD
Animal Health UK Limited, Walton Manor, Walton, Milton
Keynes, Buckinghamshire, MK7 7AJ.

24 December 2018

Addition of a manufacturer of the active substance.

22 March 2017

Submission of an updated certificate of suitability.

22 June 2016

Deletion of a manufacturing site of the finished product.

19 April 2016 Submission of a new or updated Ph. Eur. certificate of
suitability

26 April 2013 Submission of an updated Ph. Eur. Certificate of
Suitability for an active substance from an already
approved manufacturer

02 August 2011 Minor change to the manufacturing process of the
finished product

19 May 2010 Addition of a manufacturer of the active substance

17 November 2009

Addition of a manufacturer of the active substance
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02 April 2009

Changes to test procedures performed on the finished
product

31 July 2008 Update to withdrawal period — to add text to contra-
indicate for horses intended for human consumption

29 January 2008 Renewal
Change of withdrawal period for meat from sheep from 4
to 5 days

20 July 2007 Change of batch size of the finished product

09 May 2007 Change of specification of an excipient

07 February 2007

Change of composition of the finished product

22 June 2006

Change of specification of the finished product

10 May 2006

Changes to the SPC and Product Literature to bring in
line with new legislation

08 March 2006

Change of withdrawal periods for milk from cattle from 72
hours to 264 hours, and meat from cattle from 4 days to
5 days

03 November 2005

Change of distributor

07 September 2005 | Change of manufacturer of the active substance

12 May 2005 Change of manufacturing site of the finished product and
manufacturing site responsible for batch release

16 August 2001 Change of distributor

02 June 2000

Change of MAH address

26 February 1999

Update of dosage particulars

18 November 1997

Change of type of sterile container

25 September 1996

Change of MAH
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