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Post Authorisation Assessments

Nobilis ND Clone 30 Live Lyophilisate for Oculonasal Suspension/Use in 
Drinking Water for Chickens and Turkeys 

Vm 06376/5047

05 March 2026 One-off alignment of the product information with the national 
product information template v. 3 for GB-National MA and with 
the QRD template 9.1 for NI-National MA.

26 February 2026 Introduction of a summary of the PSMF or changes to the 
summary of the PSMF not already covered elsewhere in this 
Annex.

09 September 2025 Change in primary packaging material not in contact with the 
finished product formulation.

06 May 2025 Change of Marketing Authorisation Holder from MSD Animal 
Health UK Limited, Walton Manor, Walton, Milton Keynes, MK7 
7AJ, United Kingdom to Intervet International B.V., Wim de 
Körverstraat 35, 5831 AN Boxmeer, Netherlands.

10 January 2025 Change in test procedure for starting material used in the 
manufacturing process of the active substance.
Change in test procedure for the finished product.
Change in the storage conditions of the finished product.
Change to in-process tests applied during the manufacture of the 
active substance.
Changes in the manufacturing process of the active substance.
Change in the manufacturing process of the active substance.

12 March 2024 The registration dossiers of the concerned products are 
supplemented with (i) the information on the use of animal 
derived trypsin in the manufacture of the hydrolysed gelatin and 
with (ii) respective extraneous agents and TSE risk assessments.

15 November 2022 To include the non-mixed associated use claim with Innovax-ND-
ILT in the product information of Nobilis ND Clone 30.

19 January 2022 Addition of new tests and limits applied during the manufacture of 
the finished product.
Addition to a test procedure for the finished product.
Addition to a test procedure for the finished product.
Changes to a test procedure for the finished product.
Addition of new tests and limits applied during the manufacture of 
the finished product.
Addition of a new container for the finished product.
Changes in the manufacturing process of the finished product.

04 August 2020 Change in the SPC, labelling or package leaflet due to new data.
03 July 2020 Change in the name of the marketing authorisation holder from 

Intervet UK Ltd to MSD Animal Health UK Limited.
14 September 2017 Change in the immediate packaging of the finished product

Change in the SPC, labelling or package leaflet due to new data.
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28 March 2012 Variation to change the manufacturer of the Active Substance.
22 March 2012 Variation to change the finished product manufacturer.
27 November 2009 Renewal.
30 May 2008 Addition of a site for sterility testing. Change of a sterility test 

method.
30 May 2008 Variation to allow additional QC testing site.
16 July 2007 Alignment of the SPC and product literature between the UK and 

Ireland.
01 June 2007 Submission of an updated Certificate of Suitability.
26 July 2006 Ammendment of packaging material. Change of legal category. 

Variation to bring the SPC/Labelling in line with the Veterinary 
Regulations, 2005. 

12 January 2006 Addition of a QC testing site.
 


