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Development and Validation of Near—infrared Method in the Accuracy Determination of Baicalin in
Shuanghuanglian Oral Liquid
Cheng Wei, Shi Xinyuan, Qiao Yanjiang
(School of Chinese Pharmacy, Beijing University of Chinese Medicine, Beijing 100102, China)

Abstract: This study was aimed to develop and validate a near—infrared (NIR) method to accurately determine
baicalin in the Shuanghuanglian oral liquid. Transmission mode was used in the collection of NIR spectral sam-
ples. A robust PLS model was established based on the correlation between the NIR spectrum and HPLC refer-
ence. And quantitative property of the established model was evaluated through indexes of R, RMSEC, and RM-
SEP. The accuracy profile was introduced as a new method to validate the accuracy and trueness of the model.

The results showed that conventional criteria such as the R, RMSEC, and RMSEP are 0.9902, 0.4223 and
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0.4162, respectively. The limit of quality (LOQ) of the model is from 5.324 mg/mlL to 11.14 mg/ml. when the
B—expectations tolerance limits, accept limit and risk profile was at 95%, 12% and 5%, respectively. The results
were with high truness, intermediate precision and recovery. It was concluded that the NIR quantitative model of
baicalin in Shuanghuanglian oral liquid is reliable. In addition, accuracy profile as a new validation method which
can be used to evaluate NIR model in traditional Chinese medicine.

Keywords: Near—infrared (NIR), baicalin, Shuanghuanglian oral liquid, accuracy profile, validation
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