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Post Authorisation Assessments

Procactive 300 mg/ml Suspension for Injection for 
Cattle, Sheep and Pigs

Vm 31592/3000

22 February 2026 Introduction of a summary of the PSMF or changes to the 
summary of the PSMF not already covered elsewhere in this 
Annex.
Change(s) in the name or address or contact details of a qualified 
person for pharmacovigilance (QPPV).

06 January 2026 One-off alignment of the product information with version 9.1 of 
the QRD template.

21 July 2025 Change in the name of a manufacturer of the finished product.
Change in the name of a manufacturer of the finished product.
Change in the name of a manufacturer of the finished product.
Change in the name and address of the MAH from Laboratorios 
Syva S.A.U., Avda. Párroco Pablo Díez, 49-57,
24010 León, Spain. To Laboratorios Syva S.A., Calle Marqués 
de la Ensenada, 16, 28004 Madrid, Spain.

18 January 2025 Substantial changes in the updated version of the ASMF or the 
active substance part of the dossier.

27 November 2024 To remove the restriction of the use in pigs weighing 25 kgs or 
less. To update the SPC and product literature as a result of 
EMA/V/A/145 – Referral for procaine Benzylpenicillin.

22 June 2024 To update the SPC and product literature as a result of 
EMA/V/A/145 – Referral for Procaine Benzylpenicillin.


