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Study on Quality Standards for Erpixing Granules

Huang Huiqiong Li Lingling Xiamen Institute for Food and Drug Quality Control Fujian Xiamen 361012 China
ABSTRACT Objective: To establish a quality standard for erpixing granules. Methods: The crataegi fructus citri
reticulatae pericarpium and coicis semen in erpixing granules were identified by thin layer chromatography TLC
while the content of hesperidin and malol in erpixing granules were determinated by high performance liquid chro-
matography HPLC . Results: The linear range of hesperidin was 4.068 ~ 101.7 pg/mL Y = 189 654X — 8 5343
r = 1 .The average recovery was 100.3% with a RSD of 1.4% n = 9 . However the linear range of malol was
0.027 94 ~ 0.465 6 mg / mL Y =6 x 10X - 16 868 r = 0.999 8 . The average recovery was 98.4% with a
RSD of 2.4% n =9 . Conclusion: This method is accurate and reliable which is suitable for the quality control
of erpixing granules.

KEY WORDS Erpixing Granules Quality Standard Thin Layer Chromatography TLC High Performance Liquid
Chromatography HPLC
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2.4.5 9 o 2.4.7 s
0.344 mg/g,RSD 1.3%, 6 , RSD
, 50% ~ 1.2%, o
150% o 2.4.8 (
2.4.6 20110701), s ,
9 , 1l2g, 05:1,1:1, RSD 0.5%, 36
1.5 :1 o
(0.206 2 mg/mL)1,2,3 mL 3 s 2.4.9
100.3% ,RSD 1.4%, , )
, 1, 2, o
1
(9) (mg) (mg) (mg) (%) (%)  RSD(%)
1 1.172 0 0.403 2 0.206 2 0.606 7 98.72 100.3 1.4
2 1.296 2 0.4459 0.206 2 0.650 2 99.10
3 1.1953 04112 0.206 2 0.617 6 100.11
4 1.178 2 0.4053 04124 0.8153 99.43
5 1.214 8 0.4179 04124 0.8372 101.68
6 1.178 7 0.405 5 04124 0.8312 103.23
7 1.198 4 04112 0.618 6 1.028 6 99.64
8 1.2242 04211 0.618 6 1.038 2 99.75
9 1.190 6 0.409 6 0.618 6 1.0332 100.81
2
(mg/g) RSD(%)
LC-20A Agilent extend Cis 4.6 mm x 250 mm 5 pm -6% 66 :34 0.36 4427 33
Agilent 1200 ODS-SP Cs 4.6 mm x 250 mm 5 pm -6% 68:32 0.36 6580
Waterse 2695 Thermo Hypersil BDS C;z 4.6 mm x 250 mm 5 pm -6% 70 :30 0.34 4684
2.4.10 10 3
, 031 ~ 0.34 mg/g (mg/g)
’ ’ 3. 1 20100901 0.32
2 20101101 0.31
2.5 3 20101201 0.32
2.5.1 ;Thermo Hypersil BDS 4 20101202 033
Ci(4.6 mm x 250 mm,5 pm); ODS-SP Cyg 5 20110201 0.34
(4.6 mm x 250 mm,5 pm);Agilent extend Ci 6 20110401 0.33
(4.6 mm x 250 mm,S pm); . —0.1% ! 20110301 033
8 20110601 0.33
(80 = 20); 1215 nm; 9 20110701 0.34
20 p“LO 10 20110801 0.34
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2.5.2

2.5.2.1 58,
) , 100 mL 1h,
, ) 10 mL ,
2.5.2.2
12 ,
, 1 mL 70 Mg 5 o
2.5.2.3 ¢ min
. A B C
2.5.3 ) °
0.465 6 mg/mL , o
2.5.5 9
’ ’ . 0.134 mg/g,RSD
(mg/mL) , , |30
’ : 50% ~ 150% o
r=0999 8, 0.027 94 ~ 0465 6 mg/mL 9 25 g 05:1.1:
) o 15 : 1
2.5.4 N N (0.193 9 mg/mL)1,2,3 mL 3,
, , 98.4% ,RSD 2.4%,
’ 9’ 5 o 9 40
4
(9) (mg) (mg) (mg) (%) (%) RSD(%)
1 2.5508 0.3418 0.1939 0.525 4 94.68 98.4 2.4
2 2.6173 0.350 7 0.1939 0.541 8 98.56
3 2.7249 0.3651 0.1939 0.5555 98.16
4 24025 0.3219 0.387 8 0.702 0 98.00
5 2.564 3 0.343 6 0.387 8 0.714 2 95.56
6 2.4590 0.329 5 0.387 8 0.708 0 97.58
7 26351 0.353 1 0.581 8 0.9373 100.42
8 26145 0.350 3 0.581 8 0.935 4 100.57
9 27774 03722 0.581 8 0.964 2 101.76
2.5.7 R 20110701), ,
6 , RSD 1.4%, 20
RSD 1.0%, ° °
2.58 ( : 2.5.9
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, 2.5.10 10
Thermo Hypersil BDS Cjg , , 0.12 ~ 0.15 mg/g
5 ’ o ’ ’ 60
5
(mg/g) RSD (%)
Agilent 1200 Agilent extend Cis 4.6 mm x 250 mm 5 pm -0.1% 80 :20 0.13 13295 4.6
Waters €2695  Thermo Syncronis aQ C;g 4.6 mm X 250 mm 5 pm -0.1% 83:17 0.12 10 327
Waters €2695  Thermo Hypersil BDS C;3 4.6 mm x 250 mm 5 pm -0.1% 80 : 20 0.13 12 695
6 H
(mg/g)
b ’ 9
1 20100901 0.12
2 20101101 0.13 ’ ’ ’
3 20101201 0.14 ©
4 20101202 0.13 3.3 o
5 20110201 0.14
6 20110401 0.13 , _ , -6% ,
7 20110501 0.14
o
8 20110601 0.15
, -0.2% , -0.3%
9 20110701 0.13
10 20110801 0.14 ’ - - ( 1TgL .2 mL/L
, 60:25:15), -0.05% , -0.2%
, -0.1%
3 (80 :20) o
3.1 . 34
) 11%
9 b
25%, )
o ’
.
’ ) Y
5
b ’
[1] ) (2015 ) IS]
o
3.2 N N N
[2] , , . [J1.
° ,2006,7(16) : 1446-1447.
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