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Quality Evaluation and Analysis of Dengzhanhuasu Tablets

Dong Yuan, Xiao Linjing, Zhang Yunhua, Liu Yingying, Li Zhonggiong, Zhang Wenjie (Yunnan Institute for
Food and Drug Control, Kunming 650011, China)

Abstract Objective: To conduct quality evaluation and analysis of Dengzhanhuasu tablets from the aspects
of efficacy, material basis and safety. Methods: The samples of Dengzhanhuasu tablets were tested using the
legal standards. The dissolution curves of samples from different enterprises were determined by UV method in
4 kinds of dissolution medium at pH 6.0, 6.8, 7.6 and 0.75% Tween solution respectively. The dissolution rate
of the samples was determined by UV method in dissolution medium at pH 6.8 and paddle method at 50 rpm, 30
min. The content of scutellarin, the separation and identification of related substances, and the determination of
characteristic map were determined by HPLC-DAD. The content of heavy metals and harmful elements in the
samples were determined by ICP-MS. The residue of acetone, macroporous resin and plasticizer in film-coated
tablets were detected by GC and GC-MS. Results: All 111 batches of samples were qualified according to legal
standards. The dissolution curves of Dengzhanhuasu tablets from different manufacturers were similar. Only one
sample had a dissolution rate less than 75%. The relative content of nonprincipal components in the sample is

better reflected by the inspection of the relevant substances. The content of heavy metals and harmful elements,

VER A LR, Wi, RIFALZ00; BFoETr . ey, RS ST bR iR oY s Tel:  (0871) 63130538; E-mail: 875303342@qq.com
WAEIER . KW, FAEZ6, BFFERIN; BT e R EZG M B EARHERSE s Tel:  (0871) 63130538; E-mail: zwj0871@126.com



2017 10 31 10

1187

as well as residue of acetone and macroporous resin in Dengzhanhuasu tablets did not exceed maximum residue

limits. Eight types of plasticizers were not found in the film-coated tablets. The quantity of disintegrant was the

key factor affecting the dissolution. Conclusion: The overall quality of Dengzhanhuasu tablets is good.
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