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Bioequivalence of ambroxol hydrochloride sustained-release tablets in healthy

volunteers
LV Zong—jie et al
(Department of Pharmacy , the Second A ffiliated Hospital, Chongqing Medical University)
[ Abstact JObjective: To study the bioequivalence of ambroxol hydrochloride sustained—release tablets to the reference. Methods: A single
oral dose (75 mg tested and reference formulation ) was given to 20 healthy volunteers in a randomised crossover study.The concentrations
of ambroxol hydrochloride sustained—release tablets in plasma were determined by HPLC. Results: After a single dose,the pharmaco
kinetic parameters for ambroxol hydrochloride sustained-release tablets as compared with those of the reference were as follows: C,.:
(78.19 £ 11.60)and (77.26 + 18.50) ng/ml;T,,,: (5.00 £ 1.16)and (5.00 = 1.16)h; AUC (gaey: (1234.70 +58.50)and (1150.10 +
265.48) (ng/ml) *h, AUG ¢ : (1505.74 + 208.10)and (1381.25 + 364.37 ) (ng/ml) *h.The 90% confidential intervals of Cmax, AUC g,
and AUC (o4 of tested formulation were 76.8% ~125.6% ,87.5% ~109.1% ,101.4% ~120.3% , respectively. Conclusion:The relative
bicavailability is (113.4 + 35.3)9%.The results of the statistic analysis show that the two formulations are bicequivalent.
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F*1 HRRMERFEPENERE AN, B EEZEMTALBKE (n=5)
FRAEVR B (ng/ml) H P RSD(%) H 8] RSD(%) FiE B (%)
384.00 6.90 5.91 98.34 + 6.80

98.50 4.60 4.58 91.49 +4.71

12.31 239 3.49 108.73 + 2.91

k2 HRBERFEVEIERBRENEREEIRER(n=5)

B iE] PRUEIRIE 12.31(ng/ml) PRHEYRE 98.50(ng/ml) FRUEVRE 384.00(ng/ml)
0h 11.89 £0.11 97.98 +2.44 367.57 +7.66
8h 11.65 £ 0.38 95.34 +3.25 353.29+13.73
74 10.92 +0.26 96.43 £2.97 348.73 £ 10.36
14d 11.16 + 0.42 95.27 +3.87 357.38 + 15.73
RSD 6.52 8.54 7.65

#3 HBERTEVEYERRAGHERIIIESE 215, n=20)
B ik S
T,ke(h) 13.79 £ 4.82 12.99 + 3.68
Tyex(h) 5.00+1.16 5.00%1.16
Co(ng/ml) 78.19 + 11.60 77.26 + 18.50
MRT, 55, (+h) 13.10 £ 4.82 13.12 + 1.60
AUC 56(ng-h/ml) 1234.70 + 58.50 1150.10 + 265.48
AUG g ng*h/ml) 1505.74 + 208.10 1381.25 + 364.37
Foam (%) 113.4+ 35.3
Ko (%) 118.7 £ 49.2
F4 BBEERFTEPERHRBAZSHER
AUCqy Coe
PECREMHEBR) >0.05 >0.05
PE(ENEER) >0.05 >0.05
x5 HBERREYSHELETEAN  KBRER
ESZYOE €2 EAYS k€2
AUCq i Cone AUCq i Come
f 5.891 3.728 6.610 4.111
b 1.762 4.638 2.531 3.573

90% E A5 X ] 101.7% ~ 119.9%

76.8% ~ 125.6%

101.4% ~ 120.3% 78.2% ~ 134.6%







