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3. Materials & Methods

ConsiGma™-25 system (GEA Pharma Systems)

Figure 1. Granule friability in function of binder type and L/S-ratio. The dotted line represents a granule friability of 30%.

= Strongly influenced by the L/S-ratio: a higher L/S-ratio yielded less friable granules.

= @Granule friability < 30%.: threshold to define the granule quality and used to distinguish in binder effectiveness.
—> Different binders required different L/S-ratios: PVA 4-88 - starch octenyl succinate (0.1175 - 0.1300), PVP K90/K30 - HPMC
E5/E15 - HP pea starch (0.1550 - 0.1800), and maltodextrin 2/6/DSH - PVP K12 (0.2050 - 0.2175).

= Formulation
Poorly soluble filler: anhydrous dicalcium phosphate (DCP)
Binders: maltodextrin 2/6/DSH, starch octenyl succinate, hydroxypropyl (HP) pea
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5. Conclusion Wet addition method

Granule friability
= High granule friability was observed for all binders at 1.44% binder concentration. Use of a higher binder content (5%) resulted in
lower granule friability.

= Starch octenyl succinate (5%) and PVA 4-88 (1.44%) yielded low granule friability at low L/S-ratios.

This study demonstrated that binder effectiveness was explained by binder
attributes.

Optimal binder selection should therefore focus on critical binder attributes

influencing the granulation process.
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