YA RAE 2001441 2SS HER HH 1B
Journal of Pharmaceutical Practice,Vol.32, No. 1,January 25,2014 45

KRB HBRAGEHERAR

BEE HT4 288 85N (B_EBEAXWEKIEERL ¥, L 200003)

(WE] Hi RIMEAMBHRBAIESH LC-MS/MS 3, HNATREAKESHEMR., Ak WEERLE
EHENOAIAEBHI0AN, BLEE), 20 OMKBFIESH 51020 mg, RAEFZTHUE I EEHBEEHESH.
HR BETRERRSESI020mg /5, EBHRH N LSRN C, (799.52189.8) (1689.8 +348.4) F1(3 032.9 +
755.6)ng/ml;t,, (0.38 £0.16) .(0.43 20.16) #1(0.54 £0.26)h; AUC,_,,(1 051.3 £276.4) (2 324.5 +481.8) F1(5 028.8 =
1283.6)ng+ h/ml;AUC,_, (1 059.4 +278.2) (2 342.8 +488.6) .(5073.9 21 315.9)ng - h/ml;¢,,,(1.80 £0.42) (1.68 +
0.37)F1(1.56 £0.19)h, #i& AW HERER R, EATRBIEEH HEEAEHHEHTR,

[X@A] KMEFIRE;LC-MS/MS; iR zh %

[hEA%XE] R969.1 [XRFEEE] A

[DOI] 10.3969/j. issn. 1006 - 0111.2014.01.011

[X#HF] 1006 -0111(2014)01 - 0045 - 04

Pharmacokinetics of mitiglinide calcium tablets in human healthy volunteers
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[ Abstract]

human plasma, and investigate the pharmacokinetics of mitiglinide calcium tablets in healthy volunteers. Methods 30 healthy volun-

Objective To establish a sensitive and specific LC-MS/MS method for the determination of mitiglinide calcium in

teers were randomly divided into three groups with 5 men and 5 women in each group. The volunteers in three groups were administra-
ted with single dose of mitiglinide calcium tablets 5, 10, 20 mg, respectively. The pharmacokinetic parameters were calculated by non-
compartment model. Results The main pharmacokinetics parameters of mitiglinide in volunteers who were administrated with a single
dose of 5, 10, 20 mg were as follows: C,,, (799.5 +189.8), (1 689.8 +348.4)and(3 032.9 £755.6)ng/ml; ¢, (0.38 +0.16),
(0.43 £0.16)and(0.54 £0.26)h; AUC,_,,(1051.3 +276.4),(2 324.5 +481.8)and(5 028.8 +1 283.6)ng + h/ml; AUC,_.
(1059.4 £278.2),(2342.8 +488.6)and(5 073.9+1 315.9)ng* h/ml; ¢,,(1.80 £0.42) ,(1.68 +0.37)and(1.56 +0.19)h,
respectively. Conclusion The present method was accurate, sensitive and reproducible for the determination of mitiglinide levels in
human plasma, which was suitable for pharmacokinetic study on mitiglinide tables in human.
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AR A (mg) Cpax (ng /ml) o (h) AUCy_p(ng + h/ml) AUC,_, (ng * h/ml) 4,5 (h)
5 799.5 +189.8 0.38 +0.16 1051.3 £276.4 1059.4 +£278.2 1.80 £0.42
10 1 689.8 +348.4 0.43 +0.16 2324.5 £481.8 2342.8 +£488.6 1.68 £0.37
20 3032.9+£755.6 0.54 +£0.26 5028.8 +1 283.6 5073.9 1 315.9 1.56 £0.19
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