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Abstract: Direct oral grunales are a novel oral solid dosage form that enables waterless ingestion through specialized granulation and
coating technologies, offering significant advantages in improving medication adherence and enhancing dosage flexibility. The
formulation's taste-masking technologies not only effectively mask the unpleasant flavors of drugs but also optimize disintegration and
drug release profiles, thereby facilitating rapid dispersion in the oral cavity and smooth swallowing. Suitable for a wide range of people.
This paper systematically reviews the formulation characteristics, key preparation technologies (including wet granulation, spray
drying, fluidized bed coating, and dual-channel filling), taste-masking strategies (physical, chemical, and biological approaches), as
well as the current status of pharmaceutical and quality research on direct-swallow granules. By examining marketed products and
development candidates worldwide, it analyzes the technical advantages and challenges associated with this dosage form and propose
key points for pharmaceutical research and quality control. Current challenges in areas such as formulation stability and large-scale
production are expected to be addressed through the development of novel excipients, the application of continuous manufacturing
technologies, and further refinement of quality control methodologies—thus promoting the broader adoption of direct-swallow
granules.
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Table 1 Information on selected overseas direct oral grunales products currently on market
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Fig. 1 Technical route map for preparation process of direct oral grunales
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Table 2 Common taste masking technologies and characteristics of direct oral grunales
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