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Preparation of Miltirone Standard Sample
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(Abstract] Objective According to the guiding requirements of GB/T15000.3-2008 Guidelines for Standard Samples (3):
General Principles and Statistical Methods of Fixed Value and GB/T'15000.5-2008 Guidelines for Standard Samples (5): Technical
General Rules of Chemical Composition Standard Samples, on the basis of the approval of the project by the National
Standardization Technical Management Committee, the standard sample of miltirone was developed. Methods Salvia miltiorrhiza
Bge, a medicinal plant of Salvia of Labiatae, was used as raw material. The pure miltirone was obtained by alcohol extraction,
silica gel column chromatography, preparative chromatography respectively. Infrared spectrophotometry (IR), ultraviolet spectroscopy

(UV), nuclear magnetic resonance (NMR) and mass spectrometry (MS) were used for qualitative analysis and structural confirmation.
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The samples were divided into 100 bottles (10 mg/bottle), and then the uniformity and stability were tested by high performance
liquid chromatography (HPLC) method, and the combined fixed value analysis was carried out. Results The results of the study
indicated that the sample had good uniformity within 95% confidence interval. It was stable within 24 months at 0~4 °C. Multiple
laboratories were used to cooperate to test the setting value, the purity of standard sample of miltirone was 99.35% and the
expanded uncertainty was 0.053%. Conclusion Miltirone meets the technical requirements of national standard samples, and the
standard sample batch number GSB 11-3803-2020 can be used for the determination of the content of salvia miltiorrhiza Bge and
its by—products, the determination of the structure, the quality screening, the calibration and quality control of the detection method,

and provide reference for the accuracy, comparability and traceability of the detection results of the medicinal materials and the

product components.
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99.230 99.220 99.240 99.230 99.290 99.260 99.240 0.020
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