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Bioequivalence of Amoxicillin Sodium and Clavutante Potassium Capsules in Chinese Healthy
Volunteers

SHU Chengrenl, HUANG Luz, DENG Binl(l.Pharmacy Department of Huangshi Central Hospital, Huangshi 435000,
China; 2.Pharmacy Department of The 6th Hospital of Wuhan City, Wuhan 430015, China)

ABSTRACT: OBJECTIVE To evaluate the bioequivalence of Amoxicillin sodium and Clavutante Potassium capsules in
Chinese healthy volunteers. METHODS Concentrations of Amoxicillin sodium and Clavutante Potassium in plasma were
determined by HPLC/MS/MS after healthy volunteers received a single dose of test dispersible capsule and reference capsule in
two-treatment, two-period, crossover design. RESULTS The main pharmacokinetic parameters of Amoxicillin sodium and
Clavutante Potassium capsules were as follows: AUC,_,;o (Amoxicillin) were (19.132+4.196) and (19.001+4.076)pg-h-mL™";
AUC,_(Amoxicillin) were (19.376+4.197) and (19.301£4.086)ug-h-mL™"; C,..«(Amoxicillin) were (6.294+1.819) and
(6.293£1.973)ug:mL™"; T (Amoxicillin) were (2.000£0.585) and (2.100£0.447)h; AUC,_, o(Clavutante) were (4.333+2.317)
and (4.2754£2.231)ug-hmL™"; AUC,_.(Clavutante) were (4.383+2.320) and (4.32042.236)ug-h-mL™"; C,.(Clavutante) were
(1.722+0.961) and (1.623+0.813)ug'mL™"; T,.«(Clavutante) were (1.850+0.651) and (1.950+0.647)h; The relative bioavailability
of Amoxicillin sodium and Clavutante Potassium were (101.8+14.8)% and (112.5+62.0)%. CONCLUSION The results of
statistic analysis show that two capsules of Amoxicillin sodium and Clavutante Potassium were bioequivalent.

KEY WORDS: Amoxicillin sodium and Clavutante Potassium capsules; relative bioavailability; bioequivalence; HPLC/MS/MS
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Fig1l Typical chromatograms of Amoxicillin sodium and Clavutante Potassium in human plasma

A-blank plasma; B—blank plasma + Amoxicillin sodium; C—blank plasma + Clavutante Potassium; D—blank plasma + internal standard
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Tab 1 Precision and recovery of Amoxicillin sodium in
plasma(X £ S, n=5)

RSD /%

I SE/ AHXF 25%f
pgmL™! H i /% /%
0.06 4.789 14.008 101.400 86.718
0.50 6.016 3.473 102253 99.508
12.00 3.286 5.506 100.167 97.067

R3 2AMEFEARHERTFRENG ¥ 5H

F2 mRFAIERFORE L L EKE(XEs, n=5)
Tab 2 Precision and recovery of Clavutante Potassium in
plasma(X £S, n=5)

TN/ RSD /% PiERaAE 2%} [
pg'mL™" H A H W 1% W /%
0.04 6.751 6.277 102.900 103.582
0.50 2.842 6.343 97.413 108.638
3.50 1.839 7.403 95.181 102.239
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Fig 2 Mean concentration-time curves

T—test; R—control; a—Amoxicillin; c—Clavutante

Tab 3 Main pharmacokinetic parameters of 2 Amoxicillin sodium and Clavutante Potassium capsules

5 % ] 52 P AR T 4 I
oy e Z W oy e S
Tin/h 1.442+0.214 1.573+0.410 1.09240.223 1.09940.329
Conax/ptg'mL™ 6.294+1.819 6.293+1.973 1.72240.961 1.623+0.813
Tonar/h 2.000+0.585 2.100+0.447 1.850+0.651 1.950+0.647
AUC(q.10/ug-h-mL™ 19.132+4.196 19.001+4.076 4.333+2.317 4.275+2.231
AUC 0.y /pg-hmL™! 19.376+4.197 19.301+4.086 4.383+2.320 4.32042.236

3 itig
K- H HPLC/MS/MS [7] IS0 5 i) 52 g AR R 7 7
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