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Abstract Objective To study phamacok netics ofm itglnie tablets in health volunteers M ethods A single dose
Smgand 10 mgmitglnile tablets was given to 20 healthy volunteers The pham acok netics were measured Re-
sults Them an phamacokinetic of 5 mg and 10 mg test tablets were as follow: C,.. were ( 570. 20 £76.37) and
(899.75 £133.67) ng* mL ™ ; tye were (0.5110. 13) and (0. 51 20. 19) h AUCy ¢ were (753. 82 £355. 17)
and (1848.68 1441.93) ng* h* mL ' AUCy. « were ( 787. 74 £383. 46) and ( 1957. 65 £507. 04) ng* h*

mL ™'y 4 were (1.91 0. 13) and ( 1. 35 £0.26) h. Conclusbr Themethodology to detem ine plasna concen-

tration and phamacok netic profiles of m itiglinide tablets by HPLC- M SM S were reach eved
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Figl Ch tog! of blank pl (A) ,blank plasma + mitiglinide + internal standard( B) ,a plasma sample from a healthy volunteer 0. 167 h after an
oral dose of 5 mg mitiglinide tablets( C)
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Fig2 Product ion mass spectra of deprotonated ions obtained from mitiglinide( A) and the internal standard (B)
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3.2 1 (mean * SD)
10. 8mg 100 mL , Tab 1 Exftraction recovery and precision of
m ethocarbamol in serun
s s , 108 Hge
-1 . RSD #% RSD
mL ’ 4°C C/ng* mL~1! ( extractim /07
3.3 200 ( intra— day) ( inter— day) recovery) Mo ‘
i, i 1.08 2.16 5.2 14. 1 75.8 £3.5 4.6
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2. [3] Tab 2 The results of stabilization
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C /ng ( tme) /d
. s mlL- ! 1 2 3 21
= 4. X . X = U
Y=4.9x10 X+ 5.4x10 rl 0.9972 216 232%015 2.156%0 15 1.81 10 86 2.054 30 18
1. 08 ng* mL 1080 1053 2£38.32 1060 634185  910.57 242943 1169.6 133 28
3.4 4320 4012 E183 91 4058 61255 37 3446.57 £1591. 17 4556 41255. 13
-1
L]
2.16 108Q 4320 ng* mL ——
6 . 3d
« , 1200
200 ML
800
2
50 B, , 40C 400
. - (35:65) 100 "
HI, s
s , 1
3 20 Smg 10mg
3.5 2.16 108Q _
-1 o
4320 ng* mL -207C R Fic3 Mean phsna concentration— tme curves of m itiglinide fot
g2 > g p g
21 d , 2 low ng 10mg and Smg single does in healhy volunteers
3.6 20 3
Smg 10mg - 3
3 20 (meantSD)
Tab 3 Pham acokinetic param eters of 20 healthy volunteers after oral adm inistration of mitiglnide tabkts
( param e ters) (dose) img (male) (female) (all)
o /B 5 05730, 12 0.45%0. 13 05130.13
10 05330.21 0.48%0. 18 05130.19
C, o /ngs mL-1 5 531.93 £48. 15 608. 47 £84. 53 570. 201£76. 37
10 82997 £123. 23 969. 53113 34 899,75 £133. 67
AUCy_¢/mg* h* mL-! 5 753 82 £355. 17 924. 69£270 09 839.251310. 80
10 1675. 34 £407. 98 2022. 03 T444. 82 1848. 681441.93
AUCy_ o /ng h* mL~! 5 787. 74 1383. 46 956.23%281. 83 87198 +329. 46
10 1748. 63 £455 54 2166. 66 £511. 58 1957. 65£507. 04
typ/h 5 1.21230.17 1. 18%0. 08 1. 1940. 13
10 1.2330. 11 1.48%0. 32 1. 35 0. 26
MRT,_,/h 5 1.6330.23 1.55%0. 9 1.59%4.93
10 1.77 30. 11 2.04%0.29 1.90 £0. 20
MRT, o /h 5 1. 86 10. 36 1.75%0. 14 1. 80 0. 26
10 2013019 244 +19 03 222%40.32
CL/mL* min-! 5 125.98 £52. 28 98.32%47. 40 112. 15%49. 25
10 100. 04 £23. 40 80. 4410 18 9024 22 60
Vy/L 5 12. 86 £5 20 10. 00 £4 75 11.43 £ 0.17
10 10. 51 =2 00 10. 08 £2 08 10.30%+1. 94
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