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Determination of Six Impurities in Captopril Tablets by High-performance Liquid Chromatography
JIANG Qian, ZHANG Xi, LI Jie, WU Hua, QIN Jiachuan
Chongqing Kerui Pharmaceutical (Group) Co., Ltd., Chongging 400060, China

Abstract: Objective A method was developed for the simultaneous detection of six known impurities in captopril tablets.
Methods Gradient elution was employed, with Waters Bondapak® column (300 mmx3.9 mm, 10 wm) used as the
chromatographic column; column temperature was set at 45 “C, and the mobile phase consisted of phosphoric acid-water
(0.06 : 100) (A) and phosphoric acid-water-acetonitrile (0.06 : 50 : 50) (B), with gradient elution (0~5 min, 90%
A; 5~40 min, 90% A—60% A; 40 ~55 min, 60% A), flow rate of 1.5 mlL, detection wavelength of 210 nm, and
injection volume of 20 plL. Results The method demonstrated good specificity, effectively separating captopril from
adjacent impurities and known impurities. Moreover, captopril and the known impurities showed a good linear relationship
between concentration and peak area (r>0.999 5). The method also exhibited good precision, accuracy, and durability.
The impurity profiles of the self-made captopril tablets and the reference formulation were basically consistent, and all
batches of samples met the quality standard requirements. Conclusion The method possesses good specificity, accuracy,
precision, and durability, and can effectively separate the six known impurities, making it a reasonable and reliable
method for quality control of captopril tablets.
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Table 2 Related impurities in captopril tablets
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Fig.1 Chromatogram of system suitability
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Table 3 Results of forced degradation test of captopril tablets
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Table 4 Results of detection limit, quantitation limit,linearity and correction factor
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Table 5 Test results of related substances in captopril tablets
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RACE A EA CHE 806 ICH A Esk , 456
FEU I R R e Mk % 2R 45 L A2 L 500 (0 56 9 Jo 45
T KRR HIT 245 A<2. 0%, 725 B<O0. 15%
SR C<0.15% , 245 D<0.15% , %25 E<0. 15% , 2%
Ji J<0.2% , Hf P42 < 0. 2% , Hfh A2 <2. 5%,

T 3k 2 4 o 11 B B8 AT 4R ], R AR IR 24
TEFZ BRHE T 2047 A 7= FIE & A FE vh oA 5 A Bl
NG A I L BRI 2% 0T, X RE BB A LR 24 i 1)
JFte A VA RO X B PR B A 15 S R AR A A5G 24
HBRUE S ICH SR IEE5 6 RATEF A R e %
SREE RS I A Y R4S R AT T4 A% IR,
PRI S i 2 PR T DA GRTIE R H6 35 R 7 (9 B B 4 &
AR UEER | I RENE B IR 25 B A 22 2 T
4 4

AWFFEENT T — AT HPLC 1253 [ A8 R 43
Ry 6 Mhaein, 20 B RAFRR I GE J) A %
FE ERPERN AT SN, AT RUH RIS R R A B s il
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