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D etemm hation of Related Substances in Din ercap tosuccinic Acid by HPLC

LE Jian', WANG L irda, CHEN Guiliang, HONG Zhan-ying’ ( 1. Shanghai Iustitute for Food and D g Conirol Shanghai
201203 China 2. School of Pham acy, Second M ilitary M edical University, Shanghai 200433 China )

ABSTRACT OBJECTIVE To establish an HPLC method for detem nation of rehted substances n dimercaposuccnic aci.
METHODS An Ultmate XB- C;g (4 6 mm X 150 mm, SHm) colmnwas applied M obile phase A was tetrabuty imm on im bisut
fate phosphate solutbn containing tetmbuty bmm onim bsulfate 3.2 g¢ L™', potassim dhydmwgen phosphate 6 5 g* L' and d kod+
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un edenate 0. 09 g* L~ ' mobile phase B was m eathanol Grad ent eluton progran: Om ip 100 A; 10m i, 100% A; 20m in, 80% A;

50 m i, 80% A. The flw rate was 1. OmL* m ™ '. Detection wavekngth was setat220 rm. RESULTS The linear range of diner
captosuccinic acid was 14. 0— 112 0Hg® mL™' (r= 0.999 3), lin it of detectonwas 1. 8 Hg® mL™'. The linear range of acety kned+
carboxylic acidwas 10. 3— 82 3Ug* mL ' (r= 1.000 0), lin it of detection was 0. 4 Hg* mL™', while the average recovery w as
98. 3% . CONCLUSION Thismethod proved © be specific accurate and suitab k for detern ning the related substances n dines

captosuccin ic acid.

KEY WORDS dinercaptosuccinic acid acety kned carboxylic acid HPLG rehted substances grad ient elu tion

(dmercaptosuccnic acid DM SA)

B

( )
" pMsA Owen 1949 el
1957
20 80
FDA 1991
« »2010 , USP(31 ) BP
(2008 ) P( 15 )
(5] ’
(10~ 15mm ) ,
DM SA ,
( acetylened icarboxylic aci, ACA)
DM SA
ACA , s
1
Agilent 1100 (
); Saritorius CP 225D ; DMSA (
070825  070826) (
) ;
2

2.1 &k M
U ltmate XB— Cjs (4. 6 mm % 150 mm,

2011 .7 46 13

5Hm) ; A
[ 3.2 g° L 6.5
ge L (EDTA)0.09 g* L ']-
(85:15), B : ,
1.0mL® m 'n_]; 220 nmy; 10
ur; 30 C, 1
2.2 BHEEF
2.2.1 27.5¢ L
L1
2.2.2 DMSA
1 mL DMSA 4 mg
2.2.3 22.8mg
20 mL ,
5mL  100mL \ 1 mL
2.2.4 1. 14
mg* mL ' Iml,  20mL ,
23 ZHEAMLE
10 BT,
, , DM SA ACA
5.2 3.4
1.8 1
24 TREK
DM SA 40 mg 10mL , 1 mol*
L I mL, , 7h  1mol L'
I mL, , )
1 #BE kR
Tab.1 Gradient elution program
thin M obile phase A M obile phase B
0 100 0
10 100 0
20 80 20
50 80 20
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Fig 1 Chomatograms of d m ercaptosuccinic acid( DM SA)
A - solvent B- testing solutim; C — reference standard solution D - systen suita-
bility test solutim
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mg 10 mLL , ,
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10 mL , ) )
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* 1032
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ACA , 99Q

2.5 LHXF
560 mg* mL '

DM SA 1 mL 1.14mg* mL ™'
( ACA 0.823 mg* mL ') 5
ml, 50 mL. R s
. 10 HL
, .,  DMSA A
P ,DMSA  14.0~
112.0 Bge mL ™' :A= 16080 +
1.558, r=0.9993  ACA A
P ,ACA  10.3~82.3 Hg* mL™'
, :A = 8.9920- 1. 558 r= 1. 000 O

2.6 BillR
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