OCABR DECISION FLOWCHART

Medicinal Product covered under Article 114 of 2001/83/EC, as amended by 2004/27/EC, with a Marketing Authorisation Approval from the Control Authority of a particular Member State





BATCH RELEASE REQUIRED?





(Decision of CA of the MS)





Batches of product released onto the market of that MS with no further check or notification.





Inform MAH of need for OCABR


(Annex I)





Batch proposed by the MAH for market in the MS





Batch in question already undergone OCABR in another MS and received an EU OCABR certificate ?





Administrative processing of OCABR certificate (Annex II a/b (c/d)) from other MS and the MIF(Annex IV) from the MAH (within 7 working days)





Release of batch on to the market of the MS in question





Perform OCABR testing in OMCL of MS in question?





Receive samples and protocol from the manufacturer


Perform OCABR testing as outlined in the product specific guideline





Provide certificate of EU/EAA OCABR to the MAH


(Annex II a/b (c/d))





Inform MAH and OCABR network of non-compliance/withdrawal


(Annex IIe/Rapid Info)





NO





 YES





YES





NO





YES





NO





Batch Compliant





Batch Non Compliant





Batch Withdrawn





Batch taken out of circulation/destroyed by MAH (follow up by Inspectors)








