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Fig. 1. Dissolution of three products of 68.1 mg sodium loxoprofen by paddie
method at S0rpm

Table 1. Pharmacokinetic Parameter for Three Products

Product
G TA TB
Cmax, ug/ml  6.16+£1.17 5.63+1.51 5.59+1.52
tmax, h 0.36:0.12 0.52+0.21 0.49+0.19

AUC(0-8h), h.ug/ml 9.94+1.46 10.31+1.39 10.33%1.47
AUC(0-0}, h.ug/ml 10.1221.52 10.51+1.45 10.52+1.58
Mean + SE.

Table 2. 90% Confidence Interval {Reference: G)

Product
TA B
Cmax (ug/mi) 76.8 - 105.2 76.1-104.4
(89.9) (89.2)
AUC(0-8h) 99.8 - 108.1 105.6 - 108.3
(103.8) (104)

The figures in parenthesis show the mean ratios
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Fig. 2. Plasma concentration of nifedipine (Means+SE)

Table 3. Relative differences in Cmax observed aml predicted from dissolution data

and f2 values

In vitro dissolution Product f2 (Ref: G)
Fluid PS-80 SLS rpm TA TB TA TB
Observed . 1.000 . 0939 .| 0.523

Water 50 1.000 0.907 0.569 439 26.2
Water 75 1.000 0.992 0.530 655 238
Water 100 1.000 0.820 0.487 438 204
Water 0.1 50 1.000 06N 0.494 398 252
Water 0.1 75 1.000 0.837 0.627 478 243
Water 0.1 100 1.000 0.798 0.570 394 183
Water 0.1 75 1.000 0.809 0530 354 1841
pH6.8 50 1.000 0.882 0.566 462 271
pHG.8 75 1.000 0.806 0.568 379 262
pHG6.8 100 1.000 0.737 0475 326 199
pH6.8 0.1 50 1.000 0.711 0475 3719 217
pH6.8 0.1 75 1.000 0.853 0.583 521 233
pH6.8 0.1 100 1.000 0.803 0.548 350 166
pH6.8 0.01 50 1.000 0.764 0.429 422 221

PS-80: polysorbate 80, SLS: sodium laury] sulfate, NaTC: Sodium Taurocholate
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Table 5.SUPAC 4 FZ 4 VIZBIT 5 BHER

BEREH HIgY oYLy EE
Case A 0.1N HGL, (73K L 50rpm. 73R4k 100rpm) 12 15 min Q=85%
Case B HIBHBROEH 12 15,30, 45,60, 120 min 2250
Case C 7K. 0.1N HCI, pH 4.5, 6.5, 7.5 12 15, 30,45, 60, 120 min 2250
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