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Post Authorisation Assessments

For details of post authorisation assessments prior to 15t January 2021,

please refer to the EMA website.

Coliprotec F4/F18 Lyophilisate for Oral Suspension for Pigs

Vm 00879/5000

| 18 August 2023

Change in the name or address or contact details of: a
manufacturer or importer of the finished product.

Change in the name or address or contact details of: a
manufacturer or supplier of the active substance.

Changes to the quality part of the dossier: Deletion of - a
manufacturing site for an active substance, intermediate or finished
product, packaging site, manufacturer responsible for batch
release, site where batch control takes place, or supplier of a
starting material for an active substance, reagent or excipient.

* | 21 June 2022

Addition of a further manufacturer and supplier of sodium
glutamate.

* | 04 March 2022

Renewal

* | 14 April 2021

Change of MAH from Prevtec Microbia GmbH, Geyerspergerstr.
27, 80689, Munchen, Germany to Elanco Europe Ltd., Form 2,
Bartley Way, Bartley Wood Business Park, Hook, RG27 9XA,
United Kingdom.

* | 11 March 2021

Addition of a manufacturer responsible for batch release of the
finished product.
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