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Study of the quality control of the compound furosemide and spironolactone capsules
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Abstract Objective: To develop a method for controlling the quality of compound FuSpirC. Methods: High performance liquid
chromatography was used to determine the contents of furosemide and spironolactone in compound FuSpirC. Results: Column was
represented by Kromasil-Cj; (200 mmx4.6 mm,5 pm), mobile phase was methanol: 0.02 mol/L potassium dihydrogen phosphate (67:33)
(used 0.85% phosphoric acid adjust pH 4.3), flow rate 0.8 mL/min, detected wavelength was 239 nm, the concentrations of furosemide and
spironolactone were 5~35 pg/mL and 20~80 pg/mL, respectively, and were in good linear relationship. The average recovery rate of
furosemide were 98.29% (RSD = 0.08% ,n=3),99.20% (RSD = 0.48% ,n=3),99.18% (RSD = 0.36% ,n =3), while spironolactone were
101.76%(RSD = 0.13% ,n=3),101.35%(RSD = 0.52% ,n=3),101.67%(RSD = 0.27% ,n=3), the average recovery of RSD was less than
2%, conformed to the requirement of the methodology. The content of furosemide and spironolactone were 94.79% and 99.76% , conformed
to the requirements. Conclusion: The methods can be used for quality control of compound FuSpirC.
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Fig 4 HPLC chromatograms of compound FuSpirC
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Tab1 Recovery test on furosemide
JIRESR/% A /mg T /mg IR/ % P35 [0C% /% RSDI%

80 4 3.93 98.20
4 3.93 98.27 98.29 0.08

4 3.94 98.39

100 5 4.94 98.84
5 4.94 98.89 99.20 0.48

5 4.99 99.87

120 6 5.93 98.88
6 5.94 98.99 99.18 0.36

6 5.98 99.68
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Tab 2 Recovery test on spironolactone

JNEER 1% A /mg A /mg [EIACR/% P34 R /% RSD 1%

80 10 10.18 101.81
10 10.16 101.57 101.76 0.13

10 10.19 101.89

100 12.5 12.74 101.94
12.5 12.68 101.43 101.35 0.52

12.5 12.58 100.67

120 15 15.28 101.84
15 15.19 101.29 101.67 0.27

15 15.28 101.89

28 AEMELR WIEKFEHEEN 94.79%,
1E 90%~110%3 H , 775 E 25 81)2010 fit( =)
HOG IR ZEOK 19 BT i 25K, HRSD 24 0.78%, /NT
2%, FFATURbRHERLE ; BRNERT & RN
99.76% , £ 97%~103% .18, 145 & ([ 2 4 )2010
R (B H R Y TR Y R Bk, H RSD A
0.66% ,/NT 2% fF 5 L AnERLE . W3R 3~4,

R3 KERIBNELER
Tab 3 The content of furosemide in FuSpirC

/<34 W TR Hi/% YIS EI%  RSDI%
1 441 441 94.01
2 449 574 95.75 94.79 0.78
3 444 248 94.61
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Tab4 The content of spironolactone in FuSpir

/€ EFTIY A FE%  OTHEEI%  RSDI%
1 1 754 906 99.87
2 1765 780 100.49 99.76 0.66
3 1 738 201 98.92
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TR R K MR PN T S DI (R o A I

SlAH LGB, Y - K - B IR Fh % ik L A5 A
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0.02 mol/L i FR — %40 (0.85% i BR JF Y pH & 4.3),

iiE A 0.8 mL/min,
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