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Post Authorisation Assessments
For details of post authorisation assessments prior to 15t January 2021,
please refer to the EMA website.

Clomicalm 80 mg Tablets for Dogs
Vm 05653/5029

22 February 2026 One-off alignment of the product information with version 3 of
the QRD template.
21 July 2025 Change to comply with Ph. Eur. of a Member State.

Changes to the quality part of the dossier: Deletion of - a non-
significant specification parameter-deletion of an obsolete
parameter of an active substance.

22 January 2025 To revise the SPC section 4.6 & QRD section 6: Adding
diarrhoea, mydriasis, aggression and convulsion adverse
events associated to a “very rare” frequency.

13 April 2024 Update of package leaflet not connected with the SPC.

29 August 2023 Addition of an identification test of the active substance of the
finished product specification.

Minors change in the manufacturing process of the finished
product.

Change to update the in-house monograph of an excipient in
line with Ph. Eur.

Introduction of new immediate packaging specifications in
addition to currently authorised specifications.

Addition of a new manufacturing site for all the manufacturing
process of the finished product.

29 August 2023 Increase in the batch size of the finished product and
introduction of batch size range for each dosage strength.
Addition of a new importer and batch control site of the finished
product.

Addition of a new batch control site of the finished product.
Deletion of a specification parameter from the finished product
specification.

Addition of a new primary packaging site for the non-sterile
finished product.

Addition of a new secondary packaging site for the non-sterile
finished product.

20 July 2023 Deletion of a manufacturing site for the finished product.

24 July 2023 Change to comply with Ph. Eur.

24 July 2023 Change to comply with Ph. Eur.

20 July 2023 Change to comply with Ph. Eur.

20 July 2023 Change to comply with Ph. Eur.

20 July 2023 Change to comply with Ph. Eur.

20 July 2023 Change to comply with Ph. Eur.

14 July 2023 Deletion of manufacturing site for the active substance.

14 July 2023 Deletion of the manufacturer of the active substance.

14 July 2023 Deletion of the manufacturer of the active substance.

23 November 2021 Change of the dimensions of the desiccant bag included in the
primary packaging.

19 November 2021 Replacement of a manufacturer responsible batch release of

the finished product.



https://www.ema.europa.eu/en

09 November 2021

Introduction of a new pharmacovigilance system.

15 June 2021

Changes to the labelling, or the package leaflet, which are not
connected with the SPC.

Change of MAH, from Elanco GmbH, Heinz Lohmann-Str. 4
27472, Cuxhaven, Germany to Virbac, Premiere Avenue,
2065M- L | D, 06516 Carros Cedex, France.




