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Anlysis of National Standard for Formula Granules Containing Volatile Oil and Formulation Technical Countermeasures
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[Abstract] Following the trials of formula granules, the National Medical Products Administration (NMPA) has
issued 196 national standards of formula granules in two batches. The present study summarized the existing national
standards of formula granules and found that up to now, only Menthae Haplocalycis Herba, Schizonepetae Herba,
Atractylodis Rhizoma, Forsythiae Fructus, and Cinnamomi Cortex granules involved extraction and inclusion of volatile oil
in the preparation sections. The preparation sections of Forsythiae Fructus and Atractylodis Rhizoma granules specified the
content of volatile oil, but the content of volatile oil was not controlled. The preparation sections of Menthae Haplocalycis
Herba, Schizonepetae Herba, and Cinnamomi Cortex granules did not specify the content of volatile oil, but specified the
upper and lower limits of the volatile oil content. This study compared and analyzed the above-mentioned national standards
and content determination of formula granules containing volatile oil and explored the certain granules needing volatile oil,
the added amount of volatile oil, and the control of the volatile oil in the formula granules, which provided references for the
formulation of national standards of formula granules containing volatile oil.
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