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Post Authorisation Assessments

Clindabactin 55 mg Chewable Tablets for Dogs and Cats
Vm 50406/4004

09 May 2025 Change in the batch size of the finished product. (NI).
26 March 2025 Alignment of the product information with version 9.0* of the QRD 

templates.
26 March 2025 Minor change in the manufacturing process of the finished 

product.
Change in the holding time of an intermediate or bulk product.
Replacement or addition of a manufacturing site for part or all of 
the manufacturing process of the finished product.

06 March 2025 Change in the batch size of the finished product. (GB).
06 March 2025 Update to a Ph. Eur. CEP for an already authorised manufacturer 

of the active substance. (NI).
05 February 2025 Update to a Ph. Eur. CEP for an already authorised manufacturer 

of the active substance. (GB).
05 September 2023 Unlimited renewal.
12 June 2023 Submission of a new or updated Ph. Eur. CEP from an already 

approved manufacturer. (NI)
04 May 2023 Submission of a new or updated Ph. Eur. CEP from an already 

approved manufacturer. (GB)
19 September 2019 Changes to the labelling and package leaflet.

Change in distributor details.


