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able to be applied while maintaining tablet bed Evolution of Color Difference (DE) was evaluated by
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bad appearance with increased roughness, using 0.5% theoretical weight gain increment from 0.5 to
and even tablet disintegration. 4.0. Color (L*a*b scale) was determined by Colorimeter | Nozzedameter (mm) i ¥ 12 12
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Results of applications at laboratory and Color difference during process Is a good way to evaluate
productive scale are included in order to verify process performance on a coating process. The less weight Table 2. Tablet surface roughness
the possibility of handling low temperature gain required for obtaining uniform color, the better. Figure
processes despite lot size. 1, shows 3% weight gain was enough in all cases to S S CONCLUSIONS
Coating product performance was evaluated achieve DE>1, which indicates acceptable color uniformity. o A new pharmaceutical water dispersible coating product has been
following difference in color evolution, in No significant difference was found comparing process at P formulated, which is useful for low temperature processes. Trials
process observations and roughness on final normal vs low temperature at production scale. ® 15.00 . have been held at laboratory and production scale in order to
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lower than 30°C Visual aspect of coated tablets was acceptable and similar = = = T at 3% theoretical tablet weight gain despite vastly different lot
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OBJECTIVE compare results from changing SC_a|e, and frOf_T\ ProCess —e— Perforated pan lab scale 28°C  —@— Conventional pan lab scale 28" Agqueous coatings able to be applied at low temperature may be
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P phart J comparable, showing only minor appearance difference for Figure 1. Evolution of color difference ted that coati 0 th diminished it
oroduct able to be applied at tablet bed Ol expected that coating process will run with diminished possibility
] finished product processed under low (28°C) or normal of issues under a wider temperature range
process temperatures lower than 30°C. (40°C) coating temperature. Visual aspect of final coated
tablets is very similar within all trials.
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