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Enantiospecific Analysis of Mitiglinide Calcium by RP-HPLC with Precolumn Derivatization 
 
WANG Jinzhao1, 2, ZENG Su1, HU Gongyun2*(1.College of Pharmaceutical Sciences, Zhejiang University, Hangzhou 

310058, China; 2.Department of Formulation R&D, Zhejiang Huahai Pharmaceutical Co., LTD, Taizhou 317024, China) 
 
ABSTRACT: OBJECTIVE  To establish a chiral precolumn derivatization method for optical purity test of mitiglinide 
calcium.METHODS  The enantiomers of mitiglinide calcium were derivatized with a precolumn chiral derivatization reagent 
S-(-)-1-(1-naphthyl) ethylamine (S-NEA). The diastereoisomers produced were separated on an Agilent Zorbax C18 (250 mm × 

4.6 mm�5 µm) column with a mobile phase composed of acetonitrile-0.01 mol�L-1 phosphate buffer (pH 2.5) (50�50). The flow 

rate was set at 1.5 mL�min-1 and the detection wavelength was set at 225 nm. RESTULTS  The method was linear in the range 

of 0.30-3.0 µg�mL-1 for the R-mitiglinide calcium. The lower limit of detection for R-mitiglinide calcium was 0.1 µg�mL-1 and 

the lower limit of quantification was 0.3 µg�mL-1. The inter- and intra- day precision (RSD) was below 5.0% and the average 

recovery was 102.4%. CONCLUSION  The derivatives are stable in the mobile phase. The method is sensitive and suitable for 
the test of optical purity of mitiglinide calcium. 
KEY WORDS: mitiglinide calcium; optical purity; HPLC; precolumn derivatization 
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Fig 1   HPLC chromatogram 
A-blank; B-R- and S-mitiglinide calcium mixture; C-sample 
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Tab 3  Determination of R-isomer in S-mitiglinide (n = 3) 
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Determination the Content of Osteogenic Growth Peptide Nasal Spray by RP-HPLC 
 

ZHANG Wanggang�YE Xiaodi�CHEN Aiying�ZHENG Gaoli*
�CHEN Guoshen (Institute of Medica Materia, 

Zhejiang Academy of Medical Sciences, Hangzhou 310013,China) 

 
ABSTRACT�

��

�OBJECTIVE  To establish a RP-HPLC method  for determination of osteogenic growth peptide(OGP) nasal spray. 

METHODS  The Kromsoil  C18  column (250 mm�4.6 mm�5 µm) was used, the acetonitrile-water with 0.1% trifluoroacetate as 

mobile phase (gradient elution 0-25 min, acetonitrile: 20%-30%), the flow rate was 1.0 mL�min-1, the column temperature was 35 

�, the detection wavelengh was 210 nm. RESULTS  The linear ranges of OGP was at 0.05�1.0 mg�mL-1, the linear equation was 

Y=14 294X+90.2�the correlation coefficient was 0.999 8, the least detective limit was 6 µg�mL-1
�the recovery of the method was 

(100.6�1.6)% and the intra-day and inter-day RSD were less than 2.5%. CONCLUSION  The method is reliable, accurate and 

sensitive. The results show that method can be used to control quality of products. 

KEY WORDS: osteogenic growth peptide�nasal spray�HPLC�determination 
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