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Study on Quality Standards of Baicalein Dropping Pills
YANG Xin-jian, WANG Lei, LIANG Ying(The Affiliated Hospital of Tianjin Institute of TCM, Tianjin 300120,
China)

ABSTRACT OBJECTIVE: To establish the quality standards of Baicalein dropping pills. METHODS: Baicalin of Baicalein drop-
ping pills was identified qualitatively by TLC;the content of baicalin was determined by HPLC. At the same time, the preparation
was detected according to the general requirements of dropping pills in 2010 edition Chinese Pharmacopoeia. RESULTS: The chro-
matographic spots of samples showed the same colors in the same position with control agents by TLC, without interference from
negative control agents. The linear range of baicalein were 0.519 75-1.559 25 pug; RSDs of precision, repeatability and stability
were less than 2% ; average recovery was 97.61% (RSD=1.10% ,n=6); the weight variation, microbial limit tests and disintegra-
tion time were all fitted with the requirements of 2010 edition Chinese Pharmacopoeia. CONCLUSIONS: The standard can be used
for quality control of Baicalein dropping pills.
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Fig1 TLC of Baicalein dropping pills
1. negative control; 2. baicalein control; 3-5. test samples
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Tab 1 Results of weight variation tests (mg/pill)

5 THHE0H) AUEESHIR(£10%) &R
20040527 014 37.93~4636 40.94~44.08
20040528 4179 37.60~46.10 30.77~43.73
20040529 031 39.10~46.56 39.12~43.99
2.2.2  FAMEEIER  FiRE 2010 4ERRCHR 2 ) (—30) B s X A™
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Tab 2 Results of disintegration time
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Fig 2 HPLC chromatograms

A. baicalein control; B. test sample; C. negative control
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Tab 3 Results of recovery tests(n=06)

fikd,e  HRSEmg MAZEmg  WHEwmg  BRE% X%  RSD,%
01008 202 2097 4052 9775

01005 1996 2008 39.76 98.60

0.1010 2006 2033 398 97.19 9761 110
0.1010 2006 2068 39.89 95.89

01010 2006 2071 400 9734

01004 19.94 2043 40.14 08.87
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Tab 5 Contents of sample by different extraction method

(mg/g)
L A
ke il 709 FfE 509 M
il 131 207.52 191.14 78.10
T 20323 17418 86.49
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Tab 6 Contents of sample at different extraction time(mg/g)

T, % AL
Tab 4 Results of content determination of samples (mg/pill, Ll HJ{'?'""” #”"gi‘;g/g
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e i 2 e Fh 42 6 BT 1, L7 30 min FIFIRE i 25 IR, BOR IR
20040528 815 807 810 811 e
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