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Studies on the pharmacokinetics and bioequivalence of domestic glyburide/m etform in combination capsules

in healthy volunteers

ZHOU Yan-wen, LiXin Chun', ShiQuan, Lan Cong-xian(NationalDmg ClinicalResearch Base ofThe First Teaching Hospi-
tal o f Guangxi Medical University, Guangxi Nanning 530021 , China;' Gmduate Student o f2001")

ABSTRACT: OBJECTIVE Investigate the bioavailability of domestic glyburide /metform in combination capsule in healthy male vol
unteers. METHODS ' A single oral dose of two test capsules of metfom in hydrochloride / glibenclam ide( 250mg/1.25mg) versus e-
quivalent doses of reference preparations of co-adm inistered two metform in hydrochloride tablet( 500mg) and one glibenclamide tablet
(2.5mg) was given to 18 healthy male volunteers in a random ized crossover study. Plasma concentrations of metfom in were deter
m ined by an ion-pair HPLC method with UV-detector and a HPLC /MS method for glibenclam ide. RESULTS The main phamacoki
netics of metfom in in test and reference were as follow: AUC,,, were: (5.90 £1.36) Hge he mL ' and (5.95 £1.35) Hge he

mL™', AUC,. were: (6.17F1.36)Hge he mL™' and (6.28 *1.36)Mgs h* mL',C,, were: (0.82F0.21)Hg* mL™' and(0.82
+0.14)Ugs mL™', ¢, were:(1.43 £0.88) h and (1.54 0.98) h, the relative bioavailability was (100.21 £14.10) % ; the main

phamacokinetics of glivenclam ide of the test and reference wete as follow: AUC,,, were: (270.28 £61.82) nge he mL™' and (268. 70

+61.99) ng* he mL™', AUC, : (287.13 £61.97) ng* h* mL™' and (284.17 £67.85) ng+ h* mL', C,, were: (62.83 *

max

10.89) ng* mL™' and (61.44 £12.11) ng* mL", t. Were: (2.53 £0.79) h and (2. 81 %0.75) h, the relative bioavailability was
(101.67 £14.54) % . CONCLUSION The result of statistical analysis showed that two formulations were bioequivalent.

KEY WORDS: metfom in; glibenclam ide; HPLC/ESI; HPLC/MS; phamacokinetics; bioequivalence
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Fig2 Mean plasma concentration-time curves of metform aftera

single oral in 18 healthy volunteers
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Tab 1 The pham acok inetic paran cters ofmetfom after a single oral in healthy volunteers
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Tab 2 The pham ackinetic param eters of glibenclan ide after a single oral in healthy volunteers
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