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Study of Dissolution Determination for Compound Paracetamol Tablets and Evaluation of Dissolution
Behavior

WANG Yingying, WANG Li, LI Jun(Zaizhou Institute for Food and Drug Control, Taizhou 318000, China)

ABSTRACT: OBJECTIVE To establish a method to determine the dissolution of Compound Paracetamol tablets and evaluate
the dissolution curves of different samples. METHODS The HPLC was used, and the separation was performed on a Sepax
Amethyst Cg-H(4.6 mmx150 mm, 5 pm) column with the mobile phase consisted of phosphate buffer (0.01 mol-L™" potassium
dihydrogen phosphate solution adjust pH to 2.6+0.1 by phosphoric acid)-methanol (70 : 30) at a flow rate of 1.0 mL-min™". The
column temperature was 35 ‘C. The detection wavelength was 275 nm at 0—12.5 min and switched to 303 nm at 12.5-16 min.
The paddle method was used for the dissolution test with hydrochloric acid solution(dissolve 24 mL dilute hydrochloric acid in
water to 1 000 mL) as the medium and the rotation rate was set at 50 r-min~'. RESULTS Aspirin and salicylic acid revealed
good linearities within the range of 12.54-501.60 pg-mL™'(+=1.000 0) and 0.99-39.76 pg-mL~"'(+=0.999 9), respectively. The
average recoveries were 98.9%, 96.7%, 97.7% at low, intermediate and high concentration, with the RSD of 0.46%, 0.65%,
0.31%, respectively. The dissolution method was suitable, which showed differences of dissolutions among products of different
manufacturers. CONCLUSION The established HPLC method is simple, which shows good specificity, precision and
accuracy. The dissolution method can reflect differences among products of different manufacturers.

KEY WORDS: Compound Paracetamol tablets; HPLC; dissolution; evaluation of dissolution behavior
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Fig. 1 HPLC chromatograms

A-—aspirin standard solution; B—salicylic acid standard solution; C—sample

solution; 1—paracetamol; 2—caffeine; 3—aspirin; 4—salicylic acid.
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Tab.1 Results of recovery test (n=9)

FERFR CAE  bRE, AR, EkEx CPHE

RSD/%
H/mg H/mg mg mg /% W 2/%
49.14 10.01 2.51 12.48 98.41

48.98 10.11 2.51 12.60 99.20 98.9 0.46
48.93 10.06 2.51 12.55 99.20
48.82 10.15 10.03 19.83 96.51
49.19 10.09 10.03 19.86 97.41 96.7 0.65
49.28 10.09 10.03 19.74 96.21
49.13 10.10 15.05 24.84 97.94
49.09 10.11 15.05 24.81 97.67 97.7 0.31
49.18 10.10 15.05 24.75 97.34
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Fig. 4 Dissolution curves of samples from different manufacturers
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Tab. 2 Solubility of three ingredient in different medium

B VMR /mg-mL™', 37 C
it
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pH 1.2 ZZ ik 14.9 5.8 51.3
pH 4.0 ZZ Pl 153 7.6 51.1
pH 6.8 ZZ il 15.4 8.0 37.2
K 15.8 6.3 51.3
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