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Abstract:

The present invention provides a novel taste-masked oral disintegrating tablet (ODT) formulation of Apremilast designed to enhance patient compliance by masking t
bitter taste and ensuring rapid disintegration in the oral cavity. The invention also describes the methods for preparing the ODTs and evaluates their physicochemical
properties. The formulation is particularly beneficial for pediatric and geriatric patients requiring convenient administration of Apremilast.

Complete Specification

Description:1. Composition of the Tablet

The taste-masked Apremilast ODT formulation comprises the following components:
Ingredient  Weight per Tablet (mg) Function

Apremilast 10-50  Active Pharmaceutical Ingredient

Taste-Masking Agent 20-100 Masks the bitter taste

Superdisintegrant 5-20 Facilitates rapid disintegration

Sweetener 2-10 Improves palatability

Flavoring Agent 1-5 Enhances sensory appeal

Binder 5-15 Provides tablet integrity

Filler  Q.S. Adjusts tablet weight

2.Taste-Masking Technique

The taste-masking of Apremilast is achieved using one or more of the following techniques:
+ lon-Exchange Resin Adsorption: Apremilast is adsorbed onto a resin, forming a complex that masks its bitter taste.

+  Polymer Coating: Apremilast particles are coated with a water-insoluble or pH-sensitive polymer.
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