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[Abstract] Objective: To optimize the preparation process and establish the quality standard for Yiguanjian
granules. Methods: Using the granule yield, qualification rate, moisture content, angle of repose, and solubility
as evaluation indices, the optimal conditions for one-step granulation were determined by single—factor experiments
investigating parameters such as the relative density of the extract, spraying speed, and inlet air temperature.
Thin-layer chromatography (TLC) was used for the qualitative identification of Maidong (Ophiopogonis Radix)
and Gouqi  (Lycii Fructus). The content of rehmannioside D was determined by high—performance liquid
chromatography (HPLC). Results: One-step granulation was identified as the optimal process. The optimized
parameters were as follows: relative density of the extract, 1.10-1.15; mass ratio of dry extract to excipients, 1:0.7—-

I; inlet air temperature, 70-80 °C; atomization pressure, 0.15 MPa; peristaltic pump feed speed, 40 r/min;
and fan frequency, 25-45 Hz. TLC spots were clear, indicating good specificity of the method. Verification results
from three batches showed that the granule yield, qualification rate, moisture content, and solubility all complied
with pharmacopoeial requirements. HPLC results showed that the transfer rate of rehmannioside D from the
herbal pieces to the granules exceeded 75%, with a mean content of 0.147% and an RSD of 3.0%. Conclusion:
The preparation process for Yiguanjian granules is stable, meeting the modern granulation objective of "reducing
dose while enhancing efficacy". The established quality standard can effectively control product quality and it
is suitable for large—scale production.

[Keywords] Yiguanjian granules; classical prescription; one-—step granulation; process optimization; quality
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