
VMD/L4/GAT/018/C

Woodham Lane, New Haw, Addlestone, Surrey KT15 3LS
Telephone +44 (0)1932 336911

Post Authorisation Assessments

Engemycin 10% Farm Pack Solution for Injection
Vm 06376/4135

26 May 2026 Change in the name and address of the manufacturer (including 
batch release or quality control testing sites) for the finished 
product.

27 April 2026 Change in immediate packaging of the finished product.
27 February 2026 Introduction of a summary of the PSMF or changes to the 

summary of the PSMF not already covered elsewhere in this 
Annex

07 October 2025 One-off alignment of the product information with version 9.0* of 
the QRD templates.

01 October 2025 Submission of a Ph. Eur. CEP for an active substance
01 April 2025 Submission of an updated Ph. Eur. CEP for an already 

approved manufacturer for a  non-sterile:- active substance.
08 January 2025 Change in legal entity of MA holder from MSD Animal Health 

UK Limited, Walton Manor, Walton, Milton Keynes, MK7 7AJ to 
Intervet International B.V., Wim de Körverstraat 35, 5831 AN 
Boxmeer, Netherlands.

18 May 2024 Update to a Ph. Eur. CEP for an already authorised 
manufacturer of the active substance.

23 January 2024 Addition of a test procedure for the finished product.
17 August 2023 Deletion of a manufacturing site of the finished product.
31 July 2023 Change in immediate packaging of the finished product.
11 August 2022 Change in excipient specification to comply with the Ph.Eur.

       08 December 2021 Addition of a site where batch control/testing takes place.
Addition of a site where batch control/testing takes place.
Addition of a manufacturer responsible for batch release where 
batch control/testing takes place.
Addition of a manufacturing site of the finished product.
Addition of secondary packaging site of the finished product.

1 11 January 2021 Submission of an updated Ph. Eur. certificate of suitability for 
an active substance from an already approved manufacturer.
Submission of an updated Ph. Eur. certificate of suitability for 
an active substance from an already approved manufacturer.
Submission of an updated Ph. Eur. certificate of suitability for 
an active substance from an already approved manufacturer.
Submission of an updated Ph. Eur. certificate of suitability for 
an active substance from an already approved manufacturer.

03 November 2020 Submission of a new Ph. Eur. certificate of suitability for an 
active substance from an already approved manufacturer.

03 July 2020 Change in the name of the marketing authorisation holder from 
Intervet UK Ltd to MSD Animal Health UK Limited.

23 June 2020 Deletion of manufacturing site for an active substance
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24 May 2016 Deletion of a manufacturing sites (for an active substance, 
intermediate or finished product, packaging site, manufacturer 
responsible for batch release, site where batch control takes 
place, or supplier of a starting material, reagent or excipient 
(when mentioned in the dossier).
Submission of a new or updated Ph. Eur. certificate of suitability

20 August 2013 Submission of an updated Ph. Eur. Certificate of Suitability for 
an active substance

01 May 2013 Addition of a glass vial pack type
16 February 2012 Submission of an updated Ph. Eur. Certificate of Suitability for 

an active substance
09 February 2011 Submission of an updated Ph. Eur. Certificate of Suitability for 

an active substance
30 December 2008 Updates to section 4.11 of the SPC
17 January 2008 Renewal
12 September 2007 Change of batch size
03 April 2007 Addition of a manufacturer of an active substance
09 November 2006 Change of legal category from POM to POM-V

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

11 July 2005 Renewal
23 June 2005 Change of distributor
21 April 2005 Change of withdrawal period for: 

Meat from Pigs from 8 days to 14 days
Meat from Cattle – from 8 days to 35 days (24 hour dosing 
regimen) / from 10 days to 21 days (prolonged dosing regimen)

28 January 2005 Change of withdrawal period for: 
Milk from Sheep – not for use in sheep producing milk for 
human consumption
Milk from Cattle – from 48 hours (24hour dosing regimen)/72 
hours (prolonged action dosing regimen) to 6 days for all dosing 
regimens
Meat from Sheep – from 8 days to 14 days

23 April 2003 Addition of a manufacturing site and site of batch release
27 July 2001 Additional distributor
21 June 2000 Change of address of the MAH
28 August 1998 Deletion of a target species


