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Comparison of the determination method of meglumine
as cosolvent in Yinzhihuang injection
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(1. Jiangsu Institute for Food and Drug Control Nanjing 210008 China; 2. China Pharmaceutical University Nanjing 210009 China)

Abstract  Objective: To establish and compare two methods for determination of meglumine as cosolvent in
Yinzhihuang injection. Method: LC — APCI — MS/MS and HILIC — ELSD were utilized to determine the content of
meglumine in Yinzhihuang injection respectively. Gglucosamine was used as internal standard in LC — APCI - MS/
MS. The separation was carried out on an Shim — pak VP — ODS column( 4. 6 mm x250 mm 5 wm) with the mobile
phase consisted of methanol —0. 1% formic acid (35:65) ( v/v) . The detection was performed on a trip — quadru—
pole tandem mass spectrometer by selected reaction monitoring ( SRM) scan mode via atmospheric pressure chemi—
cal ionization ( APCI) . A Waters XBridge Amide column(4.6 mm X 150 mm 3.5 pm) was adopted with mobile
phase of methanol — 0. 05 mol * mL ™" ammonium acetate (95:5) (v/v) and evaporated light scattering detector
was used in HILIC — ELSD. Results: The two methods were all specific and the linear correlation and repeatability
were all well for them. The average recovery were 100. 2% and 98. 8% respectively. Conclusion: Both methods can
be used to control the quality of meglumine as cosolvent in traditional Chinese medicine injections. But each has
both advantages and disadvantages.
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Fig2 TIC and SRM chromatograms of negative sample without meglumine and internal standard( A) chemical reference substances( B) and sample( C)
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Tab 1 Results of recovery test by LC — APCI - MS/MS

( added) ( recovery) ( mean recovery) l:;D
Ine 1% 1%
98.4 99.3 99.6 1.9
98.4 97.9
98.4 101. 61
196. 8 103. 31 9.8 3.1
196.8 98.81
196.8 97.32
295.2 103.6 101. 1 3.9
295.2 9.5
295.2 103. 1
2.2
2.2.1 Waters XBridge Amide( 4.6
mm X 150 mm 3.5 pm) : -50
mmol * mL ™' (95:5); 0.5 mL
min~"; 2.3
L * min~' 90 C; 30 C.
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50 mL 10. 04
mg * mL™' o
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( 3 ) o
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InA =1.241InC +14.48 r=0.9993
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Fig 3 HPLC chromatograms of negative sample without meglumine( A)

chemical reference substances( B) and sample( C)

1. ( meglumine)
2.2.7 A
( 3)6
RSD  0.74% .
2.2.8
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Tab 2 Results of recovery test by HILIC

(added) ( recovery) ( mean D
/mg /% recovery) /% %
1. 688 98.6 99. 1 0.8
1. 688 100. 0
1. 688 98.6
2.110 97.8 98.8 1.0
2.110 99.7
2.110 98.8
2.532 98. 4 9.5 0.1
2.532 98.5
2.532 98.5

3 2

(n=4)

Tab 3 Determination results by two methods

( content of meglumine) /mg * mlL ~!

( manufactory) (sample HILIC LC/MS (elative
No. ) average deviation) /%
A 1 3.46 3.27 2.9
2 3.78 3.76 0.3
3 4.21 4.08 1.6
B 4 4. 64 4.55 1.0
5 3.18 3.02 2.6
6 5.98 5.81 1.5
C 7 3.50 3.27 3.4
8 3.48 3.40 1.2
9 3.57 3.39 2.6
D 10 4.36 4.22 1.7
11 4.51 4.24 3.1
12 4.81 4.66 1.6
E 13 4.41 4.23 2.1
14 4. 40 4.17 2.7
15 4. 41 4.47 0.7

HPLC - APCI - MS/MS

3.2

o

HILIC - ELSD 2

LC - MS/MS
0.1%
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