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Quality ananlysis between domestic manufacturers and original manufacturer
for Captopril Tablets

MA Ping
Nanjing Institute for the Food and Drug Control, Nanjing 210038, China

Abstract: Objective To research the quality of Captopril Tablets of domestic manufacturers and the original manufacturer.
Methods Captopril-disuphide, dissolution cures and content was determined according to CP 2010 the first enlarged edition of
different manufacturers, for comprehensive evaluation of the quality of the products. Results The quality of each manufacturer was
promising. There are differences in Captopril-disuphide and dissolution cures projects between the original manufacturer and
domestic manufacturers. Conclusion Part of domestic manufacturers’ quality was different with the original manufacturer, suggest
to raise the level of technology improve the quality of medicines.
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Fig.1 Chromatogram of captopril-disuphide reference (A)
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Table 1 Contents of captopril-disuphide
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IM RyE:E 0.50+0.85
DM1 £ 1.10£0.10
DM2 SR 1.50+0.37
DM3 VR 2.54%0.24
DM4 SRV 2.95+0.82
DM5 SR 0.60+0.93
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Table 2 Results of the dissolution of the various manufacturers
I/ min ¥4 1%
IM DM1 DM2 DM3 DM4 DM5
0 0 0 0 0 0
58+0.54 45+3.35 65+2.08 40+0.87 48+2.12 45+1.34
10 85+1.19 78+1.58 82+1.02 72+2.05 76+0.94 72+3.04
15 92+1.84 82+0.46 88+1.52 78+2.00 85+1.66 80+1.75
20 95+0.56 89+0.86 94+3.22 93+2.55 92+1.56 97+2.34
25 96+0.95 93+0.56 95+0.98 93+1.58 94+2.01 98+1.33
30 98+0.56 95+1.20 97+0.68 95+0.06 97+0.65 99+1.25
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Fig. 2 Dissolution curves of each manufacturer Captopril
Tablets
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Table 3 Similarity factor f, of dissolution curve of
Captopril Tablets

I f,
IM —
DM1 56
DM2 72
DM3 49
DM4 45
DM5 52
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Table 4 Results of captopril and captopril-disuphide

S RALE /%

IM 98.50+0.52
DM1 100.50+1.01
DM2 97.30+1.32
DM3 96.80+0.85
DM4 95.90+1.12
DM5 98.30+0.68
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