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Quality analysis on Yangyin Qingfei Pills

QI Bao-chan, CAO Yue, WANG Wei-ning, LI Hong, KANG Qiang, ZHANG Man-lai, HOU Feng
Liaoning Provincial Institute for Food and Drug Control, Shenyang 110023, China

Abstract: Objective There were 114 samples of Yangyin Qingfei Pills analyzed according to the quality standard, seven additional
researches on the sample were carried out, and the global quality control and standard condition of this variety were analyzed and
evaluated. Methods The standard inspection was based on Chinese Pharmacopoeia (2005), supplement edition, including
microscopic identification, TLC, and HPLC methods. The exploratory research inspection was carried out by using the method of ash
determination for analyzing the total ash of preparations. The microscopic identification on Paeoniae Radix Alba was developed for
monitoring its quality problems with no-peeled or processed in a non-standard way. TLC identification with Scrophulariae Radix was
carried out. The characteristic chromatograms of volatile herbs, such as Menthae Herba, were determined using GC-MS and GC
methods. An HPLC method was estabilished for the quantitative determination of Paeonone Radix Alba in preparations to study the
differences of raw materials used by different enterprises. The excessive content of a harmful composition in excipients honey,
5-hydroxyl methyl furfural (5-HMF), was determined by HPLC. Accelerated testing was applied for the impermeability examination of
medicine packaging. Results The total ash of 26.5% in the samples exceeded the limited standard badly. Microscopic results of
Paeoniae Radix Alba showed that 20% of the enterprises prepared the decoction pieces of Paeoniae Radix Alba by the non-standard
processing. All the TLC of Scrophulariae Radix could be detected, while there were great differences in spot colourity among different
samples. The samples in nearly 50% did not have the characteristic peak like Menthae Herba. The highest content of paeoniflorin was
about four times as much as the lowest one, which suggested enterprises used materials in different qualities. Without statutory limit
for refined honey, the enterprises used refined honey in various qualities. S-HMF content exceeded seriously the limited standard up to
a maximum of 6 mg/g, which was 150 times the amount of national limits (0.04 mg/g) for unrefined honey. Accelerated testing results

showed that the packaging material “plastic spherical shell” and “alumimum-plastic plate” were good at sealing. Conclusion Experimental
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results show that the quality of this drug in each enterprise is uneven. For some enterprises, there have been different problems in raw

materials, auxiliary materials, production process, and packing materials. Qualified sample rate is 97.4% according to the current

standard of quality inspection. Qualified sample rate is 45.6% based on exploratory research testing method. The results of the test

indicate that exploratory research could increase the specificity, controllability, and safety of the standard. It would provide the

reference for further revising the drug standard and monitoring the drug quality.
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