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Ultrapen LA 300 mg/ml Suspension for Injection

Variation Summary Date

Vet - C6

VNRA - Vet - C6 - Introduction of a summary of the PSMF or 

changes to the summary of the PSMF not already covered elsewhere 

in the Annex to Regulation (EU) 2021/17 - C6 Changes to the safety, 

efficacy and pharmacovigilance part of the dossier: Introduction of a 

summary of the PSMF or changes to the summary of the PSMF not 

already covered elsewhere in the Annex to Regulation (EU) 2021/17

20/07/23

Vet - B40

VNRA - Vet - B40 - Replacement or addition of a supplier of 

packaging components or devices - B40 Changes to the quality part 

of the dossier: Replacement or addition of a supplier of packaging 

components or devices (when mentioned in the dossier)

22/03/23

Vet - B3 f)

VNRA - Vet - B3 f) - f) Deletion of one of the authorised bulk or final

containers (including packaging of an active substance) or immediate

packaging of the finished product that does not lead to the complete 

deletion of a strength or pharmaceutical form - B3 f) Changes to the 

quality part of the dossier: Deletion of one of the authorised bulk or 

final containers (including packaging of an active substance) or 

immediate packaging of the finished product that does not lead to the 

complete deletion of a strength or pharmaceutical form

22/03/23


