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Determination of the dissolution of trimethoprim in Xiaoyan Zhililing tablets by HPLC
CHEN Xiang'* , WANG Fang’ , XU Jingjing' , WANG Qiongfen'

(1. Zhoushan Municipal Institute for Food and Drug Control , Zhoushan , Zhejiang 316021 P. R. China; 2. Department of Pharmacy
Hospital of Zhoushan City , Zhoushan , Zhejiang ;316021 P. R. China)

Abstract: OBJECTIVE To detect the dissolution of trimethoprim from Xiaoyan Zhililing tablets. METHODS  Paddle apparatus
was used with 0. 01 mol-L"' hydrochloric acid solution as the dissolution medium at a speed of 75 remin"" . and dissolution time limit
was 60 min. The analysis was carried out on a Zorbax SB = C i (150 mm x4.6 mm,5 pm) column,the mobile phase was composed of
methanol =0. 01 mol+L ~'ammonium acetate(33 : 67) at the flow rate of 1.0 mL-min ', and the detection wavelength was at 235 nm.
And the column temperature was 25 “C. RESULTS  Trimethoprim at the range of 0. 0812 - 0. 812 pg showed good linearity (r =
0.9991). The average recovery was 97.8% with the RSD of 1.09% (n =9). CONCLUSION  The method is convenient, accurate
and practicable. It can be applied to determine the dissolution of the preparations.
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Figure 1 HPLC chromatograms of trimethoprim control solution( A) ,sample solution(B) and negative sample solution( C)
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Table 1  Results of recovery test(mg,n =9)

Original Added Detected  Recoverv/% X/ % RSD/ %
10. 11 5.04 15.01 97.13 97.8 1.09
10.21 51T 15.21 96. 64

10. 17 5,32 1527 95.92

10.24 8.08 18.16 98.05

10.21 8.01 18.14 98.94

10,19 8.13 18.12 97.52

10. 16 11.21 21.22 98. 64

10,01 11,11 20.90 98. 04

10.31 11.18 21.39 99.08
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Table 2 Results of the different dissolution media( % )

Y R S E R 75 romin

Time/min Purified water 0.1 moL+L""Hel 0.01 moL+L~"Hel pH5.0 PBS pH6.8 PBS

15 21.15 20. 64 22.17 19. 36 19. 89

30 47.25 46,28 49,21 45.31 47,25

45 76.38 78. 15 80. 60 73.94 76.38

60 89.50 91.92 92.61 88.39 87.23

75 94.52 95.38 96. 18 95,31 93.21

90 96,42 96. 87 97.12 95.82 96.08

120 96.31 97.11 08.03 96. 14 96.75

1.2.12 ZEaa&egses BRI 7 #Eeq, SEHE A A RSD = 14, 9% , oA &0t (] 5.1

e bR WA E BT R A2 iR AE 15,30 45,6075,
90,120 min f 73 HIHCEE 5 L ( ] B #b 75 55 6 A4 775
A5 mL) o, IR DE AR 1. 2. 17 00 F {54 &%
PRI SE , 5 S TE 25 B ] 60 A R AHTE AL 2 i
tH i, 25 SR T IBURE I ] 2 60 min, PR EE N fri7R
B 75% R AER (B 2) .

—o— A(130801)

1007
—0— A(131107)
g; 80 —
% 60 =&=C
N
= —'0-'[)
401
——
E
204 -

T T T 1
60 80 100 120

t/min
E2 ARECFHALHRF AN
Figure 2  Dissolution curves of Xiaoyan Zhililing tablets from the
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Figure 3  Dissolution homogeneity curves of sample
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Table 3 Dissolution results of 7 batches of samples

Dissolution/ %

Manufactory X/ %

1 2 3 4 5 6
A 86.69 92.57 94.31 O91.18 93.84 96.43 92.50
A 80.18 88.69 03,15 92.58 90.69 89.35 89.11
B 96.21 90.15 93.38 82.59 86.27 88.04 89.44
C 82.84 72.09 80.15 67.62 71.30 69.21 73.87
D 93.74 87.13 92.55 90.33 89.04 91.87 90.78
E 95.12 98.43 90.38 96.10 88.27 90.65 93.16
F 62.28 51.57 52.72 63.76 58.61 59.93 58.15
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