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Determination of Mannitol and Glucose in the Compound Mannitol Injection by HPLC-RI

KE Yuncui,ZHU Yi (Hangzhou Minsheng Pharmaceutical Group Co. , Lid. ,Hangzhou 310011, China)

ABSTRACT:OBJECTIVE To establish an HPLC-RI method for the determination of the contents of mannitol and glucose in
Compound Mannitol Injection. METHODS The HPLC-RI system consisted of strong acid cation exchange resin (Ca”* ) ( Sugar Pak
1300 mm x6.5 mm) as stationary phase, water as mobile phase at the flow rate of 0. 5 mL » min™". The column temperature was (85
+1)°C. The differential refractive index detector temperature was 40 °C. RESULTS ~ The linear of glucose was 0.05-5 mg - mL~" Y
=640 151X -3 719.6(r=1.000 0,n =7) ,the average recovery was 100. 1% ( RSD =0.89% ,n =9). The linear of mannitol was
0.15-15mg - mL.™" ¥ = 643 467X = 15 373 (r =0.999 8 ,n =7) ,the average recovery was 100. 1% (RSD =0.73% ,n =9).
CONCLUSION  This method is simple,accurate and better reproducibility ,can meet with the requirement of the determination of the

contents of mannitol and glucose.
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Fig 1 HPLC chromatograms of blank excipients( A) , reference substance(B) and sample (C)
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Tab 1 Recovery of mannitol

T HUEE S5 Flliede PR RSD
/mg + mL~! /mg + mL~! /% /% /%

1.215 1.236 101.70

1.207 1.203 99. 66

1.198 1.189 99.24

1.506 1.516 100.70

1.493 1.505 100. 80 100. 10 0.89

1.501 1.501 100. 00

1.792 1.7663 98.56

1.804 1.7959 99.55

1.799 1.8080 100. 50
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Tab 2 Recovery of glucose

A HUEG s mlfAs P mfsE RSD
/mg + mL~! /mg + mL~! /% /% /%

0.409 0.4151 101.50

0.398 0.3968 99.69

0.402 0.3999 99.47

0.502 0.5070 101.00

0.496 0. 4960 99.99 100. 10 0.73

0.498 0.5009 100. 60

0.592 0.5909 99.82

0.603 0.5998 99.47

0.601 0.5961 99.18
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Tab 3 Determination results of samples(n =4)

B WA R/% RSD/% HEREEIS /% RSD/%
060223 99.86 0.55 101.1 0.78
060224 99. 64 0.34 100.5 0.67
060225 99. 12 0.67 100. 8 0.49
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