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Post Authorisation Assessments

Intra Hoof-Fit Gel 40 mg/g + 40 mg/g Gel for Dairy Cattle
Vm 41870/4000

13 March 2026 Addition of a new analytical methods (for analysis of 
same specification parameter) for the active substances. 
Addition of a new analytical method (for analysis of same 
specification parameter) for the finished product. 
Replacing of an analytical method (for analysis of same 
specification parameter) for the finished product.
Deletion of analytical tests for both active substances. 
Change of the upper acceptance limit of viscosity of the 
finished product. 
Deletion of specification parameters of the finished 
product. 
Change of the upper acceptance limit of viscosity testing 
during IPC.
Quantitative change of (some) excipients in the 
formulation of the finished product. 
Addition of a new starting material for the manufacture of 
the API.
Addition of a new manufacturing location for both API.
Alignment of the product information with version 9.0* of 
the QRD templates.

24 October 2017 Replacement of a manufacturer responsible for batch 
release including batch control/testing.
Replacement of a secondary packaging site of the 
finished product.
Replacement of a primary packaging site of the finished 
product.
Replacement of a manufacturing site of the finished 
product.
Addition of a manufacturer of the active substance.
Change in the specification parameters and/or limits of 
an active substance.

18 May 2017 Renewal – UK as CMS.
 


