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Content Determination of Miglustat Capsules by HPLC-ELSD
BAO Ru-po, LI Kai-gang, XU Ji(Ningbo Team Pharmaceutical Co., Ltd., Zhejiang Ningbo 315201, China)

ABSTRACT OBIJECTIVE: To develop a method for the content determination of Miglustat capsules. METHODS: HPLC-ELSD
was adopted. The determination was performed on MN Nucleosil 100-5 CsHs phenyl column with mobile phase consisted of acetoni-
trile-water(0.1% trifluoroacetic acid) (5:95, V/V) at the flow rate of 1.0 ml/min. The column temperature was 30 °C. The drift tube
temperature of ELSD detector was 40 °C and the flow rate of carrier gas (air) was 2.8 L/min. RESULTS: The linear range of mi-
glustat was 0.100 2-1.002 0 mg/ml (»=0.999 1) with an average recovery of 98.95% (RSD=1.40% , n=9). CONCLUSIONS:

The method is sensitive, accurate, and suitable for content determination of Miglustat capsules.
KEY WORDS Miglustat capsules; HPLC; ELSD; Content determination
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Fig1 HPLC chromatograms
A. substance control; B. test samples; C. blank excipients; 1. miglustat
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29.65 29.75 100.35
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Comparison of the Determination of the Related Substances in Cefodizime Sodium for Injection by 4 Kinds of
HPLC

LI Lan"*, LIU Yan-ming"*, LONG Hai-yan®, PENG Lin’, LIAO Bin*, CHEN De-yu’(1.School of Pharmacy, Cen-
tral South University, Changsha 410013, China;2.Hunan Pharmaceutical Excipients Testing and Inspection Cen-
ter, Changsha 410014, China)

ABSTRACT OBIJECTIVE: To establish an HPLC method easier to operate and more effective to control related substances in Ce-
fodizime sodium for injection. METHODS: HPLC under 4 kinds of chromatogram condition were adopted to study the impurity pro-
files of Cefodizime sodium for injection from 3 manufactories . Methods 1 and 2 were isocratic elution methods from Japanese Phar-
macopoeia and Chinese Pharmacopeia. Method 3 was gradient elution. The detection wavelength of method 4 was adjusted on the
basis of method 2. RESULTS: 4 methods were able to identify 3, 4, 9 and 4 kinds of impurities, respectively. The impurity pro-
files of samples from 3 manufactories by 4 methods were consistent. The method 4 was easier to operate than method 3; response
values of its each impurity peak were obviously larger and more sensitive than method 1; its baseline noise was smaller than meth-
od 2. CONCLUSIONS: The method 4 is simpler and more accurate than other 3 methods, and it is suitable for the impurity detec-
tion of Cefodizime sodium for injection.

KEY WORDS HPLC; Cefodizime sodium for injection; Impurity profiles; Related substances; Determination
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