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Table 1. Effect of magnesium stearate concentration on the physical properties of tablets.
Crushing Disintegration
Lubrication Concentration of Weight strength time
type magnesium stearate (n=20) (n=20) (n=6)
% mg R.S.D.(%) N R.S.D.(%) S
Internal 1.06 303.0 0.3 66.0 4.1 26 ~ 34
0.55 301.5 0.3 —= —=
0.27 300.3 0.4 —= —=
0.12 —b —b —b
External 1.27 301.2 0.6 66.9 5.1 24 ~ 40
0.25 300.5 0.4 77.8 3.6 —
0.12 299.7 0.4 78.4 4.5 20 ~ 42
0.08 300.8 0.6 92.2 5.8 23 ~ 36
0.06 299.2 0.6 —= —=

R.S.D. : relative standard deviation.
2Not performed because of sticking.

bNot performed because tableting could not be continued.
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Fig. 1. Effect of magnesium stearate concentration
on residual ratio of EH in tablets stored at

40° C and 75% RH for 4 weeks (n=3).
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Fig. 2. Effect of magnesium stearate concentration
on first-order rate constant for the degrada-
tion of EH in tablets stored at 40°C and 75%
RH.
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Fig. 3. Distribution of magnesium stearate on the surface of externally lubricated tablets. In each photograph,
the magnesium stearate layer is the whitish part under the even white surface layer (the platinum

coating).
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Fig. 4. NIR chemical imaging of magnesium stearate on the surface of externally lubricated

tablets (round-surfaced tablets).
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Table 2. Mass balance of magnesium stearate in ex-
ternally lubrication tableting process.

Item Condition Condition
1 2
Rotary speed of tablet machine 15 45
(rpm)
Load voltage (kV) 0 40
Dust-collecting pressure(kPa) 0.5+0.1 0.5*0.1
Sprayed amount of lubricant(g)  17.6 17.6
Collected amount of lubricant (g) 10 6.07
Amount of lubricant in tablets(g)  1.56 8.72
Lubricant application rate (%) 8.9 495
Amount of lubricant uncollected 6.04 9.81
(g)
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