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	1.  It is presently considered that excitatory amino acids glutamate and aspartate play an important role in neuronal death following such acute brain injuries as insults, ischemia/hypoxia, and a variety of neurodegenerative processes [Rothman and Olney, 1986; Lipton, 1999]. Excessive release and accumulation of glutamate in the intercellular space cause overstimulation of glutamate receptors, NMDA-channels opening, and a massive intracellular influx of Са2+. 
	

	The results of the process evaluation for pilot scale batches is presented below. Validation

results for production scale manufacture will be added when process validation is

completed.
	

	This report describes the results from the evaluation of the manufacturing process of

Levetiracetam 250, 500, 750 and 1000 mg tablets according to evaluation plan doc. ref.

5950. The reason for evaluation is a new formulation of tablets. The supplier of the active

material used is Neuland.

The manufacturing site was Actavis’s production plant in Hafnarfjordur. The method of

manufacture is wet granulation, followed by fluid bed drying and mixing with lubricant

prior to tablet compression. The final step is coating of the tablets. The product is

conventional tablets. The 250, 500, 750 and 1000 mg strengths are all dose proportional.
	

	Theoretical batch size of the final blend is 108 kg corresponding to 133,333 tablets of the

750 mg strength and 100,000 tablets of the 1000 mg strength. The final blend of

theoretical batch size of 108 kg is divided into two sublots. One of 39.96 kg used for

compression of 148,000 tablets of the 250 mg strength and a 66.96 kg sublot used for

compression of 124,000 tablets of the 500 mg strength.
	


