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Determination of related substances of vitamin A palmitate in fat-soluble vitamin
injection by HPLC
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Abstrsc: Objective To establish an HPLC method for determining the related substances of vitamin A palmitate in fat-soluble
vitamin injection. Methods The chromatographic separation was performed on a Diamond C;g column (250 mm x 4.6 mm, 5 pm)
with a column temperature at 30 ‘C. The mobile phase consisted of methanol-isopropanol-water (60 : 32 : 8) as mobile phase A and
methanol-isopropanol (70 : 30) as mobile phase B. The flow rate was 1.0 mL/min. The detection wavelength was at 324 nm. Results
Vitamin A palmitate was separated well with vitamin D3, vitamin E, vitamin K, and its related substances. The calibration range was
from 0.206 to 5.14 mg/L. The detection limit was 0.041 mg/L. Conclusion The method is accurate and specific, and can be used for
the quality control of vitamin A palmitate in fat-soluble vitamin injection.
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Fig. 2 Chromatograms of vitamin A palmitate injection (A), fat-soluble vitamin injection (B), vitamin A palmitate injection

destroyed by heat (C), and fat-soluble vitamin injection destroyed by heat (D)
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