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Determination of Dicyandiamide and Related Substances in Metformin Hydrochloride Sustained-release Tab-
lets
ZHANG Jing, WANG Xue-qin (Henan Provincial Institute of Food and Drug Control, Zhengzhou 450003, Chi-
na)

ABSTRACT OBIJECTIVE: To develop a method for the determination of dicyandiamide and related substances in Metformin hy-
drochloride sustained-release tablets. METHODS: The HPLC method was performed on a Venusil SCX sulfonic acid based cationic
ion-exchange column with the mobile phase of 1.7% ammonium dihydrogen phosphate (adjusted pH=3.0 by phosphoric acid ) at
the flow rate of 1.0 ml/min; the detection wavelength was 218 nm, the temperature was 40 °C and the volume was 20 pl. RE-
SULTS: There was a good linear relationship between the volume of dicyandiamide and metformin hydrochloride and the peak area
in the range of 0.105 2-10.52 and 0.509-50.9 ng(»=0.999 9,0.999 8); the RSDs of precision, repeatability and stability test were
all less than 2% ; the average recovery of dicyandiamide was 100.5% (RSD=1.87% ,n=9). CONCLUSIONS: This method is sim-
ple, rapid, sensitive, specialty and can be used to determine dicyandiamide and related substances of Metformin hydrochloride sus-
tained-release tablets.
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Figl1 HPLC chromatograms
A.blank accessories; B.dicyandiamide reference; C.mixed reference; D.
test sample; 1.dicyandiamide ; 2.metformin hydrochloride
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Fig2 HPLC chromatograms of destructive test

A.temperatured damaged sample; B.lighted damaged sample; C.

acidized damaged sample; D.alk- alized damaged sample; E.oxidized

damaged sample; 1.dicyandiamide ; 2.metformin hydrochloride
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Tab 2 Determination results of related substances

s W FHHEANR, % RABII, %
120401 i Fhih Fidh
120601 it 0.05 0.05
120602 Fhith Fhidh Fii
120603 FAi Fih Fhh
120604 i Fhih i
120605 K 0.13 0.13
130301 A 0.12 0.2
130302 Fi K Fhh
130303 K 005 0.5
140104 K Hh Fiiih
140303 K 0.09 0.09
140304 Fi 0.05 0.05
140305 i 009 0.09
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