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Orally disintegrating tablets (ODTs) are currently widely used in drug therapy and are clinically attractive, because
they are suitable for administration to patients with dysphagia and improve adherence, both of which increase the pos-
sibility of achieving the expected therapeutic effect. These properties of ODTs, which increase treatment effectiveness,
are termed their ‘“clinical functionality’’, and ODTs with a high clinical functionality are required to meet the increasing
need for these tablets. For example, there is a need for development of a clinically effective ODT with superior disin-
tegrating properties while maintaining high tablet strength, bioequivalence with normal tablets while masking the bitter-
ness with a fine particle coating, and a disintegration mechanism while maintaining moisture resistance and good storage
quality. Thus, next-generation ODTs that overcome these conflicting properties, ‘‘trade-offs’’, will be developed, using
innovative formulation research technology. In this symposium, we will discuss a next-generation OD formulation
known as PLETAAL OD, a high-dose antiplatelet agent, and will present the results of validation tests performed in our
laboratory pertaining to high tablet strength, superior disintegration property, high wicking capacity, and storage stabil-
ity with high moisture resistance. We will also introduce a second-generation antihistamine ALLELOCK OD and discuss
its high clinical functionality achieved by masking the bitterness and obtaining bioequivalence with normal tablets by us-
ing granules while maintaining high tablet strength with EXLUB and SOLBLET technology.
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Fig. 1. Comparison with Second and Third-generation Pletaal ODTs in Tablet Strength and Disintegrating Property
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Fig. 2. Comparison with Second and Third-generation Pletaal ODTs in Storage Stability at 30°C, 75% RH for 56 d
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Fig. 3. Genealogy Evolution of Pletaal ODTs from First to Third-generation
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Table 1. Tablet Strength and Disintegrating Property of Alle-
lock ODT Fabricated by Using EXLUB and SOLBLET
Technology after One Dose Packaging

Allelock ODT 2.5 mg

In vitro disinte-

Hardness (N) gration time (s)

Mean S.D. Mean S.D.

Before packing 78.40 3.05 10.48 0.61

After packing 63.50 5.50 10.34 0.81

3 times packing 59.60 4.52 10.22 0.29

S times packing 61.65 2.56 10.02 0.38

Allelock ODT 5 mg

In vitro disinte-

Hardness (N) gration time (s)

Mean S.D. Mean S.D.

Before packing 77.95 4.47 12.30 0.45

After packing 61.75 4.10 12.60 0.71

3 times packing 61.45 4.38 13.02 1.30

5 times packing 59.80 4.25 13.60 0.73

One dose package by using Xana-1360 (Tosho Co., Ltd.).
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*p0.05, **p<0.01, ***p<0.001 ( vs 0 day after one dosc packaging, t test )
One dose package by using Xana-1360 ( Tosho Co., Ltd. )

Fig. 4. Storage Stability of Allelock ODT (2.5 mg/tab) at 30°C, 56 % RH or 75%RH for 28 d
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