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Post Authorisation Assessments

Tramazole 100 mg/ml Oral Suspension for 
Cattle and Sheep
Vm 11810/4011

04 December 2025 One-off alignment of the product information with version 3 of the 
QRD template

10 October 2025 Submission of a Ph. Eur. CEP for an active substance.
30 April 2025 Changes in the composition (excipients) of the finished product.
15 May 2024 Change of name of the veterinary medicinal product from 

Tramazole 100 mg/ml SC Oral Suspension for Cattle and Sheep 
to Tramazole 100 mg/ml Oral Suspension for Cattle and Sheep.

07 June 2023 Change in the shelf-life of the finished product.
Change in the shelf-life or storage conditions of the finished 
product.

27 October 2021 National renewal
05 May 2021 Removal of manufacture sites.

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

17 June 2020 Change in the specification limits of the finished product.
Change in the specification limits of the finished product.
Widening of the in-process limits applied during the manufacture 
of the finished product.

05 April 2018 Increase in the shelf-life of the finished product from 2 to 3 years. 
12 April 2017 Submission of an updated Ph. Eur. certificate of suitability for an 

active substance manufacturer.


