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Tab 1  Results of the dissolution  

���/% 

 ! 

Ch.P�  USP� 

1303024 92 94 94 96 90 88  89 93 88 92 93 90 

1306013 90 93 95 93 89 87  90 92 93 90 91 91 

1306016 93 95 94 92 91 90  89 91 88 92 93 91 

20130106 96 94 95 90 93 91  15 69 36 68 16 53 

20130708 92 95 93 95 90 92  22 56 48 39 65 70 

20130918 95 93 92 96 91 93  67 73 44 36 23 55 
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Fig 2  Dissolution curves 
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ABSTRACT: OBJECTIVE  To establish an HPLC method for determining the related substances and decomposition products 

in Candesartan Cilexetil and Amlodipine tablets. METHODS  An Inertsil ODS-SP C

18 

column was used with the mobile phase 

of 0.035 mol·L

−1

 sodium dihydrogen phosphate (pH 3.0)-acetonitrile-methanol by gradient elution at the detection wavelength of 

238 nm. RESULTS  The impurities were well separated from candesartan cilexetil and amlodipine. Candesartan cilexetil 

impurity B is the biggest one. The total content of related substance were <0.5%. CONCLUSION  The method is simple, 

selective, accurate and reproducible. It is suitable for determination of related compounds in Candesartan Cilexetil and 

Amlodipine tblets. 

KEY WORDS: HPLC; Candesartan Cilexetil and Amlodipine tablet; related substance; decomposition product 
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Fig 1  HPLC seperation chromatograms of specificity 

impurities  

1−candesartan cilexetil; 2−amlodipine; 3−benzenesulfonic acid; 

4−candesartan cilexetil related compound A; 5−amlodipine related 

compound A; 6-10−candesartan cilexetil related compound B, C, D, E, F 
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Fig 2  HPLC chromatograms of samples destroyed 

A−solution destroyed by acid; B−solution destroyed by alkali; C−solution 

destroyed by oxidation; 1−candesartan cilexetil; 2−amlodipine 

 

� 3  
�������� HPLC �	 

1−������2−]������ 

Fig 3  HPLC chromatograms of samples 

1−candesartan cilexetil; 2−amlodipine 
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Tab 1  Results of sample determination 

 ! $%��&'/% (&'/% 

110301 0.048 0.22 

110302 0.042 0.21 

110303 0.051 0.27 
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Determination of 10 Kinds of Residual Organic Solvents in Health Food Solid Preparations by GC and 

Its Confirmation by GC-MS 

 

WU Yuanyang, YAN Linqi, LUO Jinwen(Zhejiang Institute for Food and Drug Control, Hangzhou 310004, China) 

 

ABSTRACT: OBJECTIVE  To establish a method for analysis of methanol, ethanol, acetone, isopropanol, n-hexane, ethyl 

acetate, benzene, 1,2-dichloroethane, n-butanol, and divinylbenzene in health food. METHODS  A GC method with FID 

detector and DB-624 capillary column, and a GC-MS method with DB-624MS capillary column and EI ion-source had been 

established. RESULTS  The calibration curves for the residual organic solvents were linear with r>0.99. The assay recoveries 

ranged in 85.2%−108.6% and the RSD was 1.0%−3.1%. CONCLUSION  The detection limits of the method were lower than 

the residual organic solvents limits of Ch.P 2010 g Appendix _ P. The method established can be used to detect 10 kinds of 

residual organic solvents in health food solid preparations. 

KEY WORDS: health food; residual organic solvent; GC; GC-MS 
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