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Post Authorisation Assessments

Revozyn RTU 400 mg/ml Suspension for Injection for Cattle
Vm 16849/5000

• 23 February 2023 One-off alignment of the product information with 
version 1 of the national QRD templates.

• 13 April 2022 Renewal.
• 22 December 2021 Change in the manufacturer of a starting material.

Change in the manufacturer of a starting material.
Change in the manufacturer of a starting material.

• 27 November 2020 Addition of a manufacturer responsible for batch 
release of the finished product.

• 30 April 2019 Change in container closure system of the active 
substance
Change in container closure system of the active 
substance
Deletion of a non-significant parameter used in the 
manufacturing process of the active substance
Increase in batch size used in the manufacturing 
process of the active substance.   

• 24 January 2019 Change in the QPPV of an existing 
pharmacovigilance system as described in the 
DDPS.


