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Post Authorisation Assessments

DuOtic 10 mg / 1 mg Ear Gel for Dogs
Vm 50406/5016

09 April 2026 Minor changes to an approved test procedure for the finished product.
Minor changes to an approved test procedure for the finished product.

09 February 2026 Other changes to the active substance: - Substantial changes in the 
updated version of the ASMF or the active substance part of the dossier.

29 October 2025 Change in the name or address or contact details of a quality control 
testing site
Change in the name or address or contact details of a quality control 
testing site
Change in the name or address or contact details of a quality control 
testing site
Change in the name or address of an active substance master file 
(ASMF) holder
Change in the contact details of an active substance master file (ASMF) 
holder
Deletion of a manufacturing site for an active substance where batch 
control takes place.

28 October 2025 Change in the manufacturer of a starting material used in the 
manufacturing process of the active substance.

 


