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Content Determination of Allopurinol Sustained-release Tablets and Related Substances
CHEN Hong,ZHU Rong(Chengdu Center of Food and Drug Control, Chengdu 610045, China)

ABSTRACT OBJECTIVE: To establish a method for the content determination of Allopurinol sustained-release tablets and relat-
ed substances. METHODS: HPLC method was adopted. The determination was performed on InertsilODS-3 column with mobile
phase consisted of methanol-0.125% monopotassium phosphate (10:90, V/F) at the flow rate of 1.0 ml/min. The detection wave-
length was set at 220 nm and 250 nm for related substances and main component. The quantity of allopurinol impurity A was detected
quantitatively and other impurities by self control method. RESULTS: Relative substances could be separated from main component
completely. The linear ranges of main component and impurity were 1-100 ug/ml and 0.02-4 pg/ml (=0.999 9). The average reco-
veries were 100.1% (RSD=0.7% ) and 95.3% (RSD=14% ). The lowest limit of detection for impurity A was 0.2 ng. CONCLU-
SION: The method is specific, sensitive and reproducible, and can be used for quality control of Allopurinol sustained-release tablets.
KEY WORDS Allopurinol sustained-release tablets; Content determination; Related substance; Impurity A; HPLC
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257y 3, 2% 5t AR B 4 0.2 ng.
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Tab 1 Results of recovery tests(n=9)

&Y A, mg M5E &, mg FCE, %
S M 40.05 40.27 100.60
40.01 39.98 99.90
39.52 39.98 101.20
50.15 49.74 99.20
49.94 49.86 99.80
50.28 50.22 99.90
59.88 59.88 100.00
59.67 59.60 99.90
59.21 59.34 100.20
&5t A 0.08 0.076 2 95.31
0.08 0.075 8 94.74
0.08 0.076 7 95.89
0.10 0.096 2 96.21
0.10 0.095 2 95.24
0.10 0.095 1 95.12
0.12 0.114 5 95.43
0.12 0.114 2 95.18
0.12 0.113 5 94.58
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A AR e
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5 0.006 8 0.081 102.90
6 0.008 1 0.083 102.41
SEIME, % 0.0100 0.100 102.40
RSD, % 14 25 0.7
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Tab 3 Results of content determination of main component

and related substances in 3 batches of samples

o T, %
Eilnsd 5o oo -
FJ0i A HAh A=t F2y
090631 0.01 0.1 101.9
090632 0.01 0.1 102.4
090633 0.01 0.1 101.7
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