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Abstract: Objective To investigate the difference in the dissolution of Amoxicillin Capsules determined by ultraviolet visible spec-
trophotometry (UV = Vis) and high — performance liquid chromatography (HPLC). Methods The UV - Vis method was adopted with detec-
tion wavelength of 272 nm. The HPLC method was adopted with Inertsil ODS Cis column(150 mm x4.6 mm,5 wm),the mobile phase
was 0.05 mol/L monobasic potassium phosphate solution(adjusted pH to 5.0 with 2 mol/L potassium hydroxide solution) — acetonitrile
(97.5 :2.5,V/V),the detection wavelength was 254 nm, the injection volume was 20 plL,and the flow rate was 1.0 mL/min. The
dissolution of the original products(reference preparation) in vitro were determined by basket apparatus(the stirring speed was 100 r/min)
with water,pH 1.2 hydrochloric acid sodium chloride solution,pH 4.0 acetate buffer and pH 6.8 phosphate buffer as dissolution medi-
um. Results
115.64% ,110.02% ,114.72% by UV —Vis method and 102.54% ,77.11% ,101. 09% ,102.24% by HPLC method. Conclusion The

HPLC method is simple and accurate, which can be used for the quantitative determination of the dissolution of Amoxicillin Capsules

The dissolution of the reference preparation in the above four dissolution medium within 120 min was 109.53% ,

and eliminate the interference caused by empty capsule shell. It can reflect the dissolution of the product in the dissolution medium
more accurately and can be used for the consistency evaluation of Amoxicillin Capsules.
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Tab.1 Determination of dissolution of Amoxicillin Capsules reference
preparation in different dissolution medium at different sampling
time points by UV - Vis method (% )

BEMR Smin 10min 1Smin 30min 45min 60 min - 90 min 120 min

* 3482 50.74 59.61 76.88 94.44 102.61 108.82 109.53
pH L2 Sy A B EMAER 91,61 107.18 107.43 110.09 111.76 113.14 114.16 115.64
pHA. 0 HEERAZFR 3331 5214 62.32 82.43 98.85 103.00 108.27 110.02
pHO.8 BB AL PR 5445 78.03 87.64 103.61 109.82 111.80 113.22 114.72
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Fig.1 The dissolution profiles of Amoxicillin Capsules reference

preparation in different dissolution medium (UV - Vis method)
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Tab.2 Determination of dissolution of Amoxicillin Capsules reference
preparation in different dissolution medium at different sampling
time points by HPLC method (% )

EEAMR Smin 10min ISmin 30min 45min 60 min 90 min 120 min
K 28,22 43.93 53.53 7270 84.38 93.40 100.94 102.54
pH L2 S ABRAMAER 95.48 9934 96.78 93.11 90.21 89.11 80.27 77.11
pHA 0 MERAZTR 30,01 4720 57.42 7494 8442 90.84 99.06 101.09
pH6. 8 SBBMALMIR  48.00 7271 84.94 98.76 10140 102.41 102.53 102.24
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Fig.2 The dissolution profiles of Amoxicillin Capsules reference

preparation in different dissolution medium (HPLC method)
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Tab. 3

dissolution of capsule shell of reference preparation by UV - Vis

Determination of interference rate of average cumulative

method (% )
gl Rk R ARG S THE I KERRRESTFHE
5 min 0.04 45 min 3.83
10 min 2.42 60 min 4.04
15 min 2.88 90 min 4.53
30 min 3.61 120 min 4.72
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Tab. 4 Determination of dissolution of self —made products in different
dissolution medium at different sampling time points by HPLC
method (% )

BEMR Smn  10min 15Smin 30min 45min 60 min 90 min 120 min

LS 23.44 3853 49.00 68.40 81.33 9114 99.21 101.36
pH L2 ARAMAER 90.90 96.77 95.81 92.42 88.85 87.33 83.54 79.04
pHA 0 MEE A% PR 26,90 43.24 5548 70.56 81.33 88.55 100.40 100.74
pHO.8 #ARE Bk 4242 68.63 77.64 95.73 100.10 100.91 101.21 101.00
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Fig.3 The dissolution profiles of self - made products in different

dissolution medium (HPLC method)
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