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Post Authorisation Assessments

MilbeVet 4 mg/10 mg Film-coated Tablets for Small Cats and Kittens
Vm 52127/3056

17 February 2026 Deletion of a Ph. Eur. CEP for an active substance.
24 September 2025 Change of distributor details from Elanco Europe Ltd to Elanco 

UK AH Ltd (Milbemax range) & remains Elanco Europe Ltd 
(MilbeVet range).
Change of legal entity of the Marketing Authorisation Holder from 
Elanco Europe Ltd, Form 2, Bartley Way, Bartley Wood Business 
Park, Hook, RG27 9XA United Kingdom to Elanco GmbH, Heinz-
Lohmann Strasse 4, Groden, 27472 Cuxhaven, Germany.

29 August 2025 Minor changes: – to an approved test procedure for the finished 
product.

29 August 2025 Change in test procedure for the finished product – Other 
changes to a test procedure including replacement.

20 August 2025 Updated certificate of suitability from an already approved 
manufacturer.

04 March 2025 Editorial changes to SPC, package leaflet or labelling if inclusion 
in an upcoming procedure is not possible.

25 February 2025 Change in the batch size of an immediate release oral 
pharmaceutical form of the finished product.

25 February 2025 Change in the holding time of an intermediate product.
30 January 2025 Change in the specification parameters and/or limits of an active 

substance, starting material/intermediate/reagent used in the 
manufacturing process of the active substance.

24 December 2024 Change(s) in the name or address or contact details of a qualified 
person for pharmacovigilance (QPPV).
Introduction of a summary of the PSMF or changes to the 
summary of the PSMF not already covered elsewhere in this 
Annex.

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

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

15 April 2024 One-off alignment of the product information with version 9.0* of 
the QRD templates.

13 June 2023 Minor changes to an approved test procedure for the finished 
product.

13 January 2022 Change in shape or dimensions of the container or closure 
(immediate packaging).

03 November 2021 Change to part of the (primary) packaging material not in contact 
with the finished product formulation.
Deletion of a non-significant specification parameter of the 
immediate packaging of the finished product.
Deletion of a non-significant specification parameter of the 
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immediate packaging of the finished product.
Change in the specification parameters of the immediate 
packaging of the finished product.
Change in the specification parameters of the immediate 
packaging of the finished product.
Change in the specification parameters of the immediate 
packaging of the finished product.
Change in the specification parameters of the immediate 
packaging of the finished product.
Change in the specification parameters of the immediate 
packaging of the finished product.
Change in the specification parameters of the immediate 
packaging of the finished product.
Change in the specification parameters of the immediate 
packaging of the finished product.

14 October 2021 Submission of an updated Ph. Eur. certificate of suitability for an 
active substance from an already approved manufacturer. 

26 August 2021 Addition of a new specification parameter with its corresponding 
test method of an active substance used in the manufacturing 
process of the active substance.
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.

23 July 2021 Change in the invented name of the veterinary medicinal product 
in UK (NI) from MilbeVet Tasty 4 mg/10 mg Film-coated Tablets 
for Small Cats and Kittens to MilbeVet 4 mg/10 mg Film-coated 
Tablets for Small Cats and Kittens.


