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Study on Improvement of Quality Standard of Compound Banlangen Granules
Tan Minjie, Jiang Xun, Peng Tingting, Zhou Feng, Fu Lichun

( Hengyang Food and Drug Inspection and Testing Center, Hengyang, Hunan, China 421001 )
Abstract: Objective To establish a thin layer chromatography (TLC) and content determination method for Compound Banlangen
Granules, in order to improve the quality standard of Compound Banlangen Granules. Methods TLC method was adopted, the contents of
proline, leucine and indirubin were taken as index components for qualitative identification. HPLC method was adopted, ( R, S) — goitrin
and adenosine were taken as index components for quantitative determination, and 34 batches of commercially available Compound
Banlangen Granules samples were taken for quality analysis and evaluation. Results The TLC spots were clear and the degree of sepa-
ration was good. (R, S) —goitrin and adenosine had good linear relationship in the range of 0.98 —-19.60 pg/mL(r=1.000 0),
3.144 -62.880 pg/mL(r=1.000 0), the average recoveries of (R, S) —goitrin and adenosine were 99.52% and 101.83% , respec-
tively. RSDs were 3.69% and 1.99% (n =9). Conclusion

adenosine in different manufacturers. Therefore, it is necessary to improve the quality standard for the quality control of Compound

There is a great difference in the contents of (R, S) — goitrin and

Banlangen Granules.
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K1 WEZAE KEER T E R Al iR

R B A tFAs(r) ZREE (pg/ml) B0 R(ng) 22 M(ng)
A Y=173871X-12066 1.0000 0.98~19.60  9.80 30.0
B Y=58118X-10729  1.0000  3.144~62.880  31.44 104. 8
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BAHEE # 54 % (mg) AN E (mg) 4% & (mg) K E (%) X (%) RSD(% )
(g) A B A B A B A B A B A B

3.7510  0.1070 0.3408 0.1176 0.3773  0.2230  0.7205  98.64  100. 64

3.7502  0.1069 0.3408 0.1176 0.3773 0.2216  0.7285  97.53  102.76

3.7508  0.1070 0.3408 0.1176 0.3773 0.2236  0.7270  99.15  102.36

3.7506 0.1070 0.3408 0.0784 0.2515 0.1850 0.5963  99.49  101.59

3.7500  0.1069 0.3407 0.0784 0.2515 0.1807 0.5937  94.13  100.60 99.52 101.83 3.69 1 99

3.7507 0.1070 0.3408 0.0784 0.2515 0.1821 0.5865  95.79  97.69

3.7500 0.1069 0.3407 0.0392 0.1258 0.1466  0.4698  101.28  102.62

3.7498  0.1069 0.3407 0.0392 0.1258 0.1479  0.4723  104.59  104. 61

3.7552  0.1071 0.3412 0.0392 0.1258 0.1483  0.4715  105.10  103.58
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1 AERAETLAH LA RAS 1508022 - 0.3407 | 18 = & 4 gl 25 A R 8) 170116 0.0930 0.4123
2 AKMERTRPEZARAZ 1509176 0.2125 1.7649 | 19 J M @F LAt T G A RAS) BI7F022  0.1163 0.6414
3 wIRE ARG LEDARAG 150105 - 0.3437 || 20 #5200 £ B v ) &R OA kA A R E) 161005  0.0751 0.2916
4 FdEAE R A RN ) 20160116 0.0806 0.7748 || 21 J MiE24] 25 A Fn 6302C14  0.1990 0.8048
5w HhH] A TR F) 150307 - 0.3390 | 22 W HTEARRERNTEHHAMITENF 160320 0.0211 0.2007
6 WAL LA RAE 150201 - 0.0757 | 23wl K Fa k4 2 A A R 3] 160703 0.1396 0.2828
7wl 3R A H ARG 151101 - 0.0313 | 24 RMEMERSTH ARAS 1607152 0.3513 1.2381
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15 B 2GRN ) H A R3] 1606014N  0.2760  0.0679 || 32 T dadhi= & %l 2 A R3] 20160715 0.2358 0.7392
16 238 = AL(HRM ) %) 25 A R 8) 1606007N  0.2252  0.1069 | 33wl Hdh 254 RN 160706 0.3515 0.5887
17 T B %S5 A TR ) 170111 0.0938  0.4220 | 34 S M@ ZLFwgs e AR CI7TFOI2  0.1713 0.4740
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