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Study on HPLC fingerprint of Yiqgifumai Injection
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Abstract: Objective To establish an HPLC method for determining the fingerprint of Yiqgifumai Injection. Methods The HPLC
analysis was performed on a Waters Symmetry C;g column (250 mm X 4.6 mm, 5 pum) and the mobile phase consisted of
acetonitrile-0.01% phosphoric acid. The detective wavelength was set at 203 nm and the column temperature maintained at 32 .
Results Two kinds of components in Yiqifumai for Injection were identified as ginsenosides and lignins by fingerprints. Three
evaluation methods for fingerprints of Yiqifumai Injection were established. Conclusion The HPLC fingerprints of Yiqifumai
Injection is stable and reproducible. The included angle cosine did not differ much from correlation coefficient, they can evaluate the
quality of Yiqgifumai Injection effectively while Euclidean distance can not give a direct visual evaluation on Yiqifumai Injection.
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Table 1 HPLC gradient elution conditions

t/min AR E/(mL-min ") A% B/%

0~38 1 20—30 80—70

8~20 1 30—40 70—60
20~30 1—1.2 40 60
30~50 12 40—55 60—45
50~60 1.2—1 5595 455
60~65 1 95 5
65~67 1 9598 52
67~72 1 98 2
72~77 1 98—20 280
77~81 1 20 80
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Fig.1 HPLC reference fingerprint of Yiqifumai Injection
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Fig.2 HPLC reference fingerprint (S1) and matched chromatograms for 10 batches of Yiqifumai Injection
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Table 2 Similarity(full spectrum) of 10 batches of samples

XL 20120701 20120906 20121001 20121007 20121010 20121013 20121105 20121204 20121206 20121210

i 1 0.995 0.992 0.993 0.991
20120701 0.995 1 0.998 0.999 0.997
20120906 0.992  0.998 1 0.997 0.995
20121001 0.993  0.999 0.997 1 0.999
20121007 0.991  0.997 0.995 0.999 1
20121010 0.984  0.991 0.985 0.994 0.997
20121013 0.986  0.991 0.984 0.993 0.995
20121105 0.994  0.997 0.997 0.997 0.996
20121204 0.986  0.990 0.995 0.990 0.986
20121206 0.991  0.996 0.998 0.998 0.996
20121210 0.993  0.998 0.996 0.998 0.997

0.984 0.986 0.994 0.986 0.991 0.994
0.991 0.991 0.997 0.990 0.996 0.998
0.985 0.984 0.997 0.995 0.998 0.996
0.994 0.993 0.997 0.990 0.998 0.998
0.997 0.995 0.996 0.986 0.996 0.997
1 0.999 0.987 0.972 0.988 0.991
0.999 1 0.987 0.970 0.985 0.992
0.987 0.987 1 0.995 0.998 0.998
0.972 0.970 0.995 1 0.996 0.990
0.988 0.985 0.998 0.996 1 0.997
0.991 0.992 0.998 0.990 0.997 1
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Table 3 Similarity of 10 batches of samples

J7¥% 20120701 20120906 20121001 20121007 20121010 20121013 20121105 20121204 20121206 20121210

Je 4354 0.998 0.995 0.996 0.994

0.987 0.989 0.998

0.990 0.994 0.998

MHXFRE 099 0.992 0.993 0.988 0.975 0.980 0.996 0.984 0.990 0.996
BRIGEE S 383211 640758 542447 584339 899544 775612 599963 747354 570164 417016
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