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Determination of content of buprenorphine hydrochloride and
naloxone hydrochloride sublingual tablets by gradient HPLC
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Abstract Objective: To establish agradient elution HPLC method for determination of the contents of buprenorphine hydrochloride
and naloxone hydrochloride sublingual tablets at the same time. Methods: The column was Diamonsil C;g (250 mmx4.6
mm, 5 pum). Mobile phase A was methanol:acetonitrile:0.02mol/L potassium dihydrogen phosphate buffer (48: 32: 20) (pH
4.0); Mobile phase B was methanol:acetonitrile: 0.02 mol/L potassium dihydrogen phosphate buffer (6: 4: 90) (pH 4.0).
Flow rate was 1.0 mL/min.Detection wavelength was 314 nm. Results: The calibration curve was linear in the range of
buprenorphine 5.0-30.0 pg/mL (r=0.999 8), coefficient of recovery was 99.68% (RSD = 0.92%). The calibration curve
was linear in the range of naloxone 20.0-120.0 pg/mL (» = 0.999 9), coefficient of recovery was 99.74% (RSD = 0.53%)).
Conclusion: The method is simple, sensitive, specific, reproducible, accurate and suitable for examination of the contents
of buprenorphine hydrochloride and naloxone hydrochloride sublingual tablets at the same time. The Methods could be
used to monitor drug quality.
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Table 1 Procedure of gradient elution
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1- auxiliary material; 2- naloxone; 3- buprenorphine
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Fig. 1 Specificity test chromatograms of BNT
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A- acid destroyed test; B- acid heating destroyed test; C- alkali destroyed
test; D- alkali heating destroyed test; E- oxidative destroyed test; F-

oxidative heating destroyed test
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Fig. 2 Destroyed test chromatograms of BNT
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Table 2 Contents of BNT
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Table 3 Trial test of BNT HPLC method
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