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Determination of Related Substances and Content of Buprenorphine Hydrochloride Sublingual Tablet by
HPLC

LIU Sheng-chun', ZHAO Xue-gang’, FENG Ya-hui’, KANG Hai-xia’, HUA Qian-li*, WANG Nai-hao” (1.Dept. of
Pharmacy, Hebei Provincial Hospital of TCM, Shijiazhuang 050011, China; 2.Hebei Aoxing Pharmaceutical
Co., Ltd. Institute, Shijiazhuang 050700, China)

ABSTRACT OBIJECTIVE: To establish a method for the determination of content and related substances in Buprenorphine hydro-
chloride sublingual tablets. METHODS: HPLC method was adopted. The determination was performed on Agilent Eclipse XDB Cis
column with mobile phase consisted of 1% ammonium acetate (containing 0.1% acetic acid)-methanol (15:85) at the flow rate of
1.0 ml/min. The column temperature was 40 °C, and detection wavelength was 288 nm. RESULTS: Buprenorphine hydrochloride
was separated with its impurities thoroughly, and its linear range were 0.004 04-0.040 4 mg/ml (»=0.999 9) with average recovery
of 100.1% (RSD=0.33% , n=9). The detection limit was 0.5 ng. CONCLUSIONS: The method is simple, sensitive and accurate.
It could be applied for the determination of content and related substance in Buprenorphine hydrochloride sublingual tablets.
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Fig1 HPLC chromatograms of specificity test
A. samples destroyed by acid; B. samples destroyed by alkali; C. sam-
ples destroyed by oxidation; D. samples destroyed by heat; E. samples
destroyed by light; F. blank; 1. buprenorphine hydrochloride
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Tab 1 Result of recovery tests(n=9)

P9 A, pg WS, pg IR, % YR, % RSD, %

1 80.8 80.7 99.9 100.1 0.33
2 80.8 80.6 99.8
3 80.8 80.9 100.1
4 101.0 101.2 100.2
5 101.0 101.4 100.4
6 101.0 100.9 99.9
7 121.2 121.1 99.9
8 121.2 121.5 100.2
9 121.2 122.2 100.8
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Fig2 HPLC chromatogram of related substances
A. test sample solution; B. solution control; 1. buprenorphine hydrochlo-
ride
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Fig 3 HPLC chromatograms of sample under 3 chromato-

graphic conditions
A. condition of new standard; B. condition of European Pharmacopoe-
ia; C. condition of Chinese Pharmacopoeia; 1. buprenorphine hydro-
chloride
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