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Study on the quality control of Changyanqing mixture
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Abstract

DONG Yu - jing' LIANG Ji —zhi *

(1. Guangdong Pharmaceutical University Guangzhou 510006 China;
2. Guangzhou Hospital of Traditional Chinese Medicine Guangzhou 510130 China)

Objective: To establish a method for identification of Rhizoma Coptidis in Changyanqing mixture by thin —

layer chromatography( TLC) and determination of berberine hydrochloride and palmatine hydrochloride by high per—

formance liquid chromatography( HPLC) . Methods: Identification of palmatine hydrochloride and berberine hydro—

chloride as the effective constituent of Rhizoma Copiidis in preparation by TLC and determination these two compo—

nents by RP — HPLC. Results:Both characteristics of the active ingredient of Rhizoma Coptidis could be identified
by TLC. The linear range of berberine hydrochloride was within 1. 34 =42.8 g * mL~'(r=0.9999) the mean re—
covery was 99. 3% with RSD =0. 92% ( n =9) . The linear range of palmatine hydrochloride was within 1. 24 —39. 8
pg * mL 7' (7 =0.9999) the mean recovery was 98. 6% with RSD =0.82% ( n =9) . Conclusion: The method is

simple rapid sensitive and accurate with good repeatability it can be used as the quality control method for Chan—

gyanqing mixture.
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0.625 1.25 2.50 5.00 10.0 20.0 mL 270.0 pg * mL™" RSD  0.90% -
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Tab 1 The recovery test results

( palmatine hydrochloride)

( berberine hydrochloride)

No.

1% 1% RSD 1% /% RSD

( original) (add) (found)  (recovery)  ( average Recovery) 1% ( original) (‘add) (found)  (recovery)  ( average Recovery) /%

1 36. 19 44.75 79.72 97.3 134.6 171.2 307.3 100. 9
2 36. 19 44.75 80.27 98.5 134.6 171.2 305.3 99.7
3 36.19 44.75 79.96 97.8 134. 6 171.2 305.5 99.8
4 36. 19 35.80 71.74 99.3 134.6 137.0 271.6 100. 0

5 36.19 35.80 71.35 98.2 98.6 0.82 134.6 137.0 270.5 99.2 99.3 0.92
6 36. 19 35.80 71.52 98.7 134.6 137.0 270.6 99.3
7 36. 19 28. 64 64. 63 99.3 134.6 109. 6 241.8 97.8
8 36.19 28. 64 64.31 98.2 134.6 109. 6 242.4 98.4
9 36. 19 28. 64 64.77 99.8 134.6 109. 6 243.1 99.0

2
Tab 2 Results of valuabe tests(pg * mL ")
(test) RSD/% RSD/%
( palmatine hydrochloride) ( berberine hydrochloride)
( text of the conditions) 269. 1 72.38
( mobil phase) 25:75 272.4 72.23
( flow rate)
268.2 73.34
0.8 mL * min ! 0.90 0.83
( column temperature) 25°C 272.9 73.01
Phenomenex Luna Cg 250 mm x4.6 mm 5 pm 266. 8 72. 48
Agilent 1200 270.7 71. 65
3 (n=6)
Tab 3 Determination results of samples X +S(pg * mL™")

(lot No.) ( palmatine hydrochloride) RSD /% ( berberine hydrochloride) RSD /%
20091127 72.38 £1.15 1.6 269.1 £0.67 0.67
20091210 73.57 £0. 34 0.46 272.2 +0.90 0.33
20091223 73.16 £0.52 0.71 271.1 +£2.43 0.90

3.1 . - - - -
S B . 1
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3
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3.2 TLC HPLC
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