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Post Authorisation Assessments

CZV Bovine Tuberculin PPD, Solution for Injection
Vm 30824/4001

19 December 2025 Addition of a secondary packaging site of a finished product. 
(NI)

12 September 2025 One-off alignment of the SPC/QRD as per QRD v9.
21 October 2024 Introduction of a summary of the PSMF or changes to the 

summary of the PSMF not already covered elsewhere in this 
Annex. (NI)

29 February 2024 Change in the address of the manufacturer of the finished 
product.
Change in the address of the manufacturer of the active 
substance.
Change in the name & address of the MAH from CZ 
Veterinaria, S.A., La Relva s/n- Torneiros, 36410 Porriño, Spain 
to 
CZ Vaccines S.A.U., A Relva s/n – Torneiros, 36410 O Porriño, 
Pontevedra, Spain.

19 January 2024 Addition of a secondary packaging site. (NI)
11 January 2024 Addition of secondary packaging site of a finished product. (GB)
31 August 2017 Change in source of an excipient with TSE risk
08 September 2016 Renewal – UK as CMS
14 May 2015 Repeat Use.
23 July 2014 Addition of a new 2 ml (20 doses) vial size. 
07 June 2013 Addition of a new pack size of 50 doses with 1 vial of 5ml.

Change in QPPV.
Changes to the DDPS that do not impact on the operation of 
the pharmacovigilance system.

10 February 2012 Variation to add a new cap for primary packaging: colourless 
flip-off aluminium seal.

 


