Dexketoprofen is an (S) + enantiomer of bitter taste[1] ketoprofen that is member of
arylpropionic acid groups of NSAID. Ketoprofen is one of the racemic drugs owing to
its chiral center and exists together equilly with S(+) and R(-) enantiomers. However,
only the (S)- enantiomer shows COX-inhibitory activity by this way offers analgesic and
antiinflammatory activity over several cases such as rheumatoid arthritis, osteoarthritis,
and mild to moderate pain from a variety of causes.With using of only the pure S -
enantiomer dexketoprofen, the patient’s xenobiotic exposure, the metabolic and renal
load may be decreased thereby the benefit: risk ratio may be increased [2].

Orally disintegrating tablets (ODTs) disintegrate fast when encountered with the saliva
in mouth. In recent years, ODTs are getting importance and popularity owing to their
numerous advantages such as; avoiding hepatic metabolism via pregastric absorption,
better stability, ease of administration, dosage, and enhanced patient compliance for
diffuculty in swallowing.[3]

Bitter-taste active pharmacological ingredients (APIs) should involve taste masking
approach [4]. For this purpose, the bitter taste dexketoprofen particles were coated pH-
dependent methacrylates polymer in which one of the methods of taste-masking as a
taste-masking agent.

Table 1. Independent variable
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variables, factor » : :
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G2 factor three-level Box-
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X4: Tablet pressing 250 500 750 modeling (RSM).
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The independent factors were high functionality excipient/ excipient matrix/ready-to use
matrix excipient (Prosolv® ODT G2) (X1), dextrates (Emdex®) (X2), aroma (X3), and
tablet pressing force (X4) and were assessed on four dependent factors such as
dissolution rate, disintegration time, tablet hardness, and friability.

This study is designed as 2 series using taste-masking agent both of concentration low
and high separately thus is comprised of 54 particular formulations.

When tablet pressing force is applied as 250 PSI, the tablets disintegrate below 1
minute and friability value's is under 1%.
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Formulations with low concentration polymer

Figure 1. Friability % values of the formulations
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Figure 2. Formulatons with high concentration
polymer
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Figure3. Formulatons with low concentration
polymer
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Figure 4. Coating and Prosolv amount effect on Disintegration time 3D plot graphic

It was observed engrossingly that amount of aroma and thickness of coating had
an impact on disintegration time. However it was concluded that QbD study helped in
optimizing material and process variables impacting the dissolution rate,
disintegration time, tablet hardness and friability of Dexketoprofen orally
disintegrating tablet (ODT) finished product.
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