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Abstract .

chromatographic method for determination of epinephrine in epinephrine

Objective To develop a high performance liquid

hydrochloride injection. Methods The separation was carried out on a
Waters XBridge C g column (150.0 mm x4.6 mm,5 wm) with isocratic
elution . The mobile phase consisted of 5.0 g + L' potassium dihydrogen
phosphate and 2.6 g - L™
pH to 3. 7 by phosphoric acid) - acetonitrile (85:15) with the flow rate

octanesulfonic acid sodium solution ( adjusting

of 1.0 mL - min~', the column temperature of 40 °C, the detection
wavelength of 280 nm and the injection volume of 10 pL. The
specificity, standard curve and lower limit of quantitation ( LLOQ ),
system suitability, stability, precision and recovery were investigated.
Results
2.09 - 83.66 pg + mL™'
y=8.74x10°x - 2.72 x 10’ (r = 1.000 0). The LLOQ was 2.09
pg + mL7"

The calibration curve of epinephrine was linear in the range of

The standard curve of epinephrine was

The system applicability was proved to be good since the
relative standard deviation (RSD) of the main peak area was 0. 19% and
the RSD of retention time was 0. 18% . The RSD of the test solution at

high, medium and low concentrations was less than 0.5% , and the
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average recovery rate was 105.09% —107.86% . The test solution was stable within 4 h. Conclusion The method

validation proveded that the proposed method was stable,recovery, precise and specificity , which could be used for the

measurement of epinephrine in epinephrine hydrochloride injection administration preparation.

Key words : epinephrine ;nonclinical drug study ;test sample analysis;high performance liquid chromatography
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Typical chromatograms of epinephrine injection

Figure 1
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A': Mobile phase;B: Glucose solution;C: Epinephrine test solution ;D ; Epinephrine reference solution.
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Table 1 Precision and recovery results of epinephrine test solu-
tion were determined by high performance liquid chromatography

(n=3)

Theoretical Measured

. . RSD RE Recovery RSD
concentration concentration
(%) (%) (%.,xxs) (%)
(pg-mL™') (pg-mL™! x+s)
20. 00 21.02+£0.04 0.21 5.09 105.09 +0.22 1.13
40. 00 42.63 £0.02 0.04 6.58 106.58 +0.04
60. 00 64.71 £0.11 0.17 7.86 107.86 +0. 18

RSD : Relative standard deviation ; RE ; Relative error.
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