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Simultaneous Determination of 18 @ — Glycyrrhizic Acid and 18 — Glycyrrhizic Acid in

Diammonium Glycyrrhizinate Preparation by HPLC
ZHANG Yihua, TIAN Xiaotong, SUN Ting, GAO Yanxia, LI Hui

(Hebei Institute for Drug and Medical Device Control, Shijiangzhuang , Hebei, China  050200)
Abstract: Objective To establish a high — performance liquid chromatography(HPLC) method for simultaneous determination of epimer
(18 a — glycyrrhizic acid and 188 — glycyrrhizic acid) in Diammonium Glycyrrhizinate Preparation. Methods The chromatographic column
was Diamonsil Cis column(200 mm x4.6 mm,35 Mm),the mobile phase was water —60% perchloric acid solution(48 : 0.5, V/V, pH
was adjusted to 8.0 with ammonium hydroxide) — methanol (48 :52, V/ V) ,the flow rate was 1.0 mL/min,the detection wavelength was
248 nm,the column temperature was 25 “C ,and the injection volume was 20 pL. Results
and 188 - glycyrrhizic acid was 0.005 —1.000 mg/mL(r=0.999 7,0.999 3, n=7).The RSDs of precision, stability and repeatability
tests were less than 1.0%. The average recoveries of 18a — glycyrrhizic acid and 188 — glycyrrhizic acid in the samples with different

lot numbers(dosage forms) from different manufacturers were 99.57% ,99.70% ,99.80% ,99.66% ,99.48% ,99.55% with RSDs of
0.81% ,0.95% ,0.47% ,0. 71% ,0. 49% ,0. 90% ,respectively. The contents of 18 a — glycyrrhizic acid and 18 8 — glycyrrhizic acid in dif-

The linear range of 18« — glycyrrhizic acid

ferent preparations were different. Conclusion The established method has strong specificity and high accuracy,which can provide a ref-
erence for the control of epimers in diammonium glycyrrhizinate preparations and provide a basis for the further study of diammonium
glycyrrhizinate epimers.
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1. 18 a — glycyrrhizic acid 2. 18 8 — glyeyrrhizic acid
A. Mixed reference solution
B - D. Test solution(the batch numbers are 100411, 100131, 1003271)
E. Negative reference solution

Fig.1 HPLC chromatograms
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F*1 HEBRZSEREMEEKRBER(n=9)

Tab.1 Results of the recovery test of Diammonium Glycyrrhizinate

Capsules(n =9)

®3 HERCKIFRMERBIAESER(n=9)

Tab.3 Results of the recovery test of Diammonium Glycyrrhizinate

Injection(n =9)

#ehEng) mAZ(ng)  WEE(mg) BKEG) Y(%) RSD(% )
A B A B A B A B A B A B
1091 155 877 1.25 19.66 2.79 99.77 99.20
10.88 158 875 1.22 19.52 278 98.74 98.36
1093 153 870 127 19.56 2.81 99.20 100.79
1098 1.56 10.92 1.57 201.88 3.11 99.82 98.73
10,92 151 10.95 155 2175 3.07 98.90 100.65 99.48 99.55 0.49 0.90
1096 155 10.92 154 2179 3.08 99.18 99.35
10.89 157 13.06 1.84 23.92 3.40 99.77 99.46
1095 149 13.05 1.82 24.02 3.29 100.15 98.90
1094 1,53 13.02 1.86 23.93 3.40  99.77 100. 54

T4 HRIENELER(%)
Tab.4 Content determination of 18 & — glycyrrhizic acid and 188 -

#545%(ng) PAE(mg) WAy wWkE(®)  T(%)  RSD(%) glyeyrrhizic acid in the samples(%)

A B A B A B A B A B A B Eiay A B Eia A B
8.00 4.06 6.42 3.28 1431 7.28 98.29 98.17 100411 66. 29 33.08 1004241 87.93 12. 06
8.22 416 6.45 3.25 14.60 7.38 98.91 99.08 100412 66.23 32.92 10060715 0 100. 00
8.05 4.04 6.41 3.27 1441 7.27 99.22 98.78 100413 66.43 32.06 090821 06. 28 32.27
8.21 413 8.02 426 16.22 8.38 99.88 99.77 100131 68.53 30. 87 1006131 68.71 31.02
8.25 412 810 4.23 16.30 839 99.38 100.95 99.57 99.70 0.81 0.95 091103 68. 11 29. 45 120111 72.39 26. 38
8.27 414 811 422 16.39 8.40 100.12 100.95 100603 68. 84 28. 85 310060801 70. 36 28.22
8.32 416 9.54 492 17.80 9.09 99.37 100.20 110501 67.12 32.88 08120601 76.52 23.92
8.01 4.08 9.52 4.88 17.64 8.93 101.16 99.39 1008213 -2 66. 01 33.99 10091801 67.25 32.25
8.15 4.07 9.48 4.85 17.61 8.92 99.79 100.00 0909215 -2 66. 32 32.98 10091802 65. 39 34.73

EAH ISBHEB 4 B A I8BHEmB 4 k2 x  0810203-1  66.29 31.84 || 089131101 71.86 28.02
k47, 1003271 87.53 12.50 090301 65.92 33.55
Note: A is 18 a — glycyrrhizic acid, B is 18 8 - glyeyrrhizic acid, 1004031 89.37 10.38
as well as Tab. 2, Tab. 3 and Tab. 4.
3 itig

®2 EHAHER_SMERKRKEER(n=9)
Tab.2 Results of the recovery test of Diammonium Glycyrrhizinate

for Injection(n=9)

H&4%(mg) MAE(mg) EHCE (% ) X(%) RSD(%)

A% (mg)

A B A B A B A B A B A B

8.56 3.88 6.82 3.27 1531 7.09 98.97 98.17
8.5 3.92 6.8 3.29 1535 7.20 99.71 99.70
8.8 3.95 6.88 3.30 1541 7.27 99.27 100.61
8.51 3.80 852 3.93 17.02 7.81 99.88 99.75
8.49 390 855 3.95 17.09 7.83 100.58 99.49 99.80 99.66 0.47 0.7
8.52 396 851 3.92 17.04 7.89 100.12 100.26
8.48 3.97 10.25 4.88 18.71 8.83 99.80 99.59
8.53 3.93 10.22 485 18.74 8.79 99.90 100.21
8.55 3.89 10.27 4.86 18.82 8.71 100.00 99.18
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3.2 18« HEERTRH 188 HEBRAAM LI

B £ Al 3 SR B A 18 8 H FEIR — Bk Ak,
R FAFFNERE SN 18 o H R 55 F 188 H &
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