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[ Abstract)] Objective To address the shortcomings in the current pharmacopoeial
standards for talc, including incomplete quality control indicators, insufficient specificity, and
gaps in certain specifications, an X-ray diffraction (XRD) method for talc identification has been
established. This approach compensates for deficiencies in existing standards and provides a
scientific basis for enhancing the quality benchmarks of talc as a medicinal material. Methods
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medicinal materials across various national pharmacopoeias were conducted. The collected samples were
first identified according to the Chinese Pharmacopoeia (2025 edition). Subsequently, an XRD method was
developed for sample analysis using a Cu target with Ka radiation (tube voltage 40 kV and tube current 40
mA). Continuous scanning was performed from 3° to 80° at a scanning rate of 0.02°/min. Method validation
was subsequently performed. Results The XRD method revealed characteristic diffraction peaks for talc at 260
angles of 9.6°+0.1°, 19.1°+0.1°, and 28.7°+0.1°. The methodological validation, including precision, stability,
and repeatability, demonstrated that the method meets regulatory requirements. Conclusion The established
XRD method is rapid, simple, and features stable patterns and high specificity. It serves as a reliable analytical

technique for the revision and elevation of quality standards for talc.
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Table 3. Results of sample appearance observation and identification tests
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Table 6. Results of repeatability study
T BRI (cps) 20 (°) dE (A)
FE1 400 223 28.75 3.10
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Table 7. Results of the durability study
i 20 (°) dfi (A)
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FE2 28.73 3.12
¥iE 28.74 3.11
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Table 8. Phase identification results of 20 batches of talc samples
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