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Bioavailability of acitretin capsules in healthy subjects
MENG Hua , et al
( Department of Pharmacv, College of Clinical Medicine , Chongqing Medical University)
[ Abstract] Objective ; To study the relative bicavailability and pharmacokinetics of domestic acitretin capsules in 22 healthy male vol-
unteers. Methods : A single dose of 50mg of donmestic or imported acitretin was adnunistered by randomized crossover way in 22 volun-
teers and the plasma concentrations of acitretin were determined by HPLC. The pharmacokinetic parameters were calculated with 3p97
pharmacokinetic program and the bioequivalency was evaluated. Results : The concentration — time curves of two preparations fitted one —
compartment model. The peak plasma levels( G, )of domestic and imported acitretin were 490. 51 + 136. 50 and 470.91 + 118. 59ng/ml re-
spectively. The peak time(T,,.) were 4.13+1.16 and 3.75 + 1. 18h respectively. And AUC (g-24) were 2891.97 +809. 60 and
2883.01 £ 905.60ng-h-ml ! respectively. The relative bicavailability .of domestic acitretin capsule was 100.23 + 11.03% . Conclu-
ston : The result of two one — sided tests suggests that the domestic capsule i1s bioequivalent to the imported capsule.
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NS Cox(ng/ml) T,..(h) AUC - 54y (ng-h/ml) ATRAG BEH ST
ATRAJ ATRAG ATRAJ ATRAG ATRAJ ATRAG  AFIFHE (F) %
1 539.02 562. 46 3 4 3286.51 3463.96 105. 40
2 547.81 834.91 4 2.5 4678.91 4077.18 87.14
3 240.21 354.46 3 2.5 1647.82 1657. 44 100. 58
4 298.80 310.52 6 2.5 1548. 65 1589.42 102.63
5 454.07 531.53 S 6 3269.83 3505.68 107.21
6 565.39 524.38 3 3 2752.25 3124.38 113.52
7 553.67 559.53 4 4 3462.13 2865.40 82.76
8 492.15 503.87 4 4 3454.71 2803. 50 81.15
9 319.31 389.62 4 5 1998. 78 2280.78 114,11
10 433.56 662.07 6 4 3995.95 3837.38 96.03
11 495.08 606.40 4 5 3771.82 4123. 47 109. 32
12 503.87 374.97 4 5 2866.96 2400. 58 83.73
13 670.86 679.64 2.5 5 3919.98 3728.78 95.12
14 457.00 536.10 2.5 2 2763.95 2978.95 107.78
15 656. 39 325.16 5 6 3810.84 3633.00 95.33
16 439.13 462. 86 2.5 4 2537.05 2582.02 101.77
17 421.84 337.93 3 4 2478.81 2596.64 104.75
18 626.91 418.91 2.5 5 2666. 84 2366.58 88.74
19 336.88 424.77 2.5 4 1173.27 1369.21 116.70
20 366.18 410.12 2.5 5 2575.14 2855.03 110.87
Tt 470.91 + 490.51 ¢ 3.75«% 4.13+ 2933.01 + 2891.97 + 98. 60
s 118.59 136.50 1.18 1.16 905. 60 809. 60 11.03
P >0.05 >0.05 >0.05
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