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ABSTRACT: Aim To study the bioequivalence of the tested and reference mycophenolate mofetil tablets in 20 male
healthy volunteers. Methods According to the crossover design, each volunteer was orally given 1000mg mycophenolate

mofetil tablet. The plasma concentrations were determined by HPLC. Pharmacokinetic parameters were obtained using DAS

program. Separation was achieved on the Agilent Zorbax SB Cis wlumn, and the mobile phase wnsisted of acetonitrile—

waer— triethylamine phosphate solution (35! 45: 30, v/ v) . The UV-detection wavelength was 250nm, with 4 ethylbenzoic
acid as the internal standard. Results 7' 121 were (12.58+5.27) and (10.59%2.64) h; T . were (0. 63 £0. 35)
and (0. 61 £0. 23) h; AUCo- 45 were (60. 08 £12.47) and ( 57.06£10. 41) mg*L™ '+ h.The relative bioavailability was
(110 £46) % . The data of the reference and tested drugs were up 1o the standard of bioequivalence as shown by two- one

side t test and ANOVA. Conclusion The result shows that the two tablets are bioequivalent.

KEY WORDS: My cophenolate mofetil; HPLC; Bioequivalence
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Fig 1 Chromatogram of MPA and internal standard
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Tab 1 Result of the stability test for MPA(x * s, n= 3)

MPA (%)
0.51 5.06 25.32(mg L7 1)
(24h) 100.36£0.01  100.38%0.01 101.35%0. 079

(24h) 97.2£0.01  100.24%0.01 9. 830. 04
(1 ) 96.52%0.01 961230.01 9.22+0. 0
1h

Tab 2 The concertration of MPA in pasma(x L5, n= 20)

(h) (mg L~ 1) (mg°L-1)
0 0 0
0.17 7.06%4.04 6.02%4. 06
0.33 20.2+12. 86 20.93%14. 54
0.5 24.641£9.73 25.39%12. 2
0.75 22.6618. 74 20.95*10. 87
1.0 18.11%x7.62 15.4617. 9
1.5 8.28%3.25 10. 96£7. 48
2.0 4.10%1.91 4.98%3.31
4.0 0.87%0.62 0.73%0. 36
6.0 0.97%0.72 1.03%0. 57
8.0 1.02%0.84 0.90%0. 43
10. 0 1.10%0.58 1.02%0. 54
12.0 1.3%0.35 1.13%0. 43
2%.0 0.0 %0.25 0.63%0. 20
36.0 0.21%0.13 0.33%0. 27
4.0 0.13%0.05 0.147%0. 07
40
35
30|
. 25
Lo
5
©10
5
0
% 10 ﬁ:/h 30 40 50
2 J—

Fig 2 Mean plasma concentration time curve of two MMF s tablets
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2.11 MPA ,
, 1%
, 3 MMF , MPA
-4
3 (% =s, n= MPA MPAG
Tab 3 Pharmacokinetic pirameters of tested and ( ) , MMF 6
reference tablets(x * s, n= 20) (5]
~ 12h, 2 MPA
T 1 (h) 10.59£2 64 12.58%5. 27 ’
T s (h) 0.61%0.23 0.63%0. 34 ’ 20
C o (mgeL7 Y 30. 65 10. 81 31.47%11. 16 ,
. T + +
AUCo- 4gh(mg* L™ '* h) 57.06T10. 61 60.08 T11. 47 AUC AUCo o
AUCy of mg*L™ e h) 58.4110.72 62.99%13. 15
80% ~ 120% ,
2.12 lg AUCo- 49) ’
2
lg(AUCo o) 1g( € max)
,AUC C max T max t 2
0% 80% ~ 120% ,
AUCo » C t 95%
com e 70% ~ 143%
4
2 C max T max
4 t 9%5% (n=20)
Tab 4 Result of the two one side t test and 95 % confidence interval( n = 20)
T Tu 95% ’ )
AUG 277 438 9%~ 117% 0%~ 120% T Wiloxon
AUCy o 2,62 474 %%~ 118% 0%~ 120% Single Ranks ) (P> 0.05,
T max 1.95 257 8l%~ 121% 70% ~ 143%
2
C max 2.59 310 8%~ 128% 70% ~ 143%
[1] ) ; - [J1.
AUCr/AUCk % 100%= (110 £46) % 199, 9(2): 43
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