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Analysis of related substances in ibuprofen and its preparations

CHEN Jing YU Li CHAO Ruo - bing’

( West China School of Pharmacy Sichuan University Chengdu 610041 China)

Abstract Objective: To establish an HPLC method to determine the related substances of ibuprofen and its prepa—
rations. Method: The HPLC method was performed on a Kromasil C,5column with the mobile phase of methanol —
acetonitrile — water — formic acid ( 50:9:41:0.02) at the flow rate of 1.0 mL * min~' and the detection wave—
length was set at 214 nm. Result: Under the described chromatographic condition ibuprofen was completely separa—
ted from the related substances. The LOD of ibuprofen 4 — (2 — methylpropyl) phenyl formic acid and 1 — 4 — (2
— methyl propyl) phenyl ethanone were 0. 16 pg * mL.™" 0.093 pg * mL™" and 0. 18 pg * mL™" respectively.
The linear ranges of ibuprofen and the impurities were 4 —64 g * mL™" and 0.4 —6.4 pg * mL™' respectively.
And the correction factors of the impurities were 1. 68 and 0. 77 respectively. Conclusion: The method is simple
specific accurate and suitable for analysing the related substances in ibuprofen and its preparations.
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Fig 1  Chromatograms of ibuprofen ( A) impurity reference substances
( B) and impurity reference substances in ibuprofen( C)
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Tab 1 The results of the related substances in samples
(impurities’s No. )
(‘sample) (Lot No.) 1 2 3 4 5 6 7 8
(TPF material) 091219 0.01 0.02 0.04 0.03 0.01 — 0.05 0.01
(IPF material) 091226 0.01 0.02 0.03 0.04 0.01 — 0. 06 —
(IPF material) 091228 0.01 0.02 0.03 0.03 0.01 — 0.04 —
(TPF material) 100209 0.01 0.01 0.02 0.03 0.03 — 0.04 0.01
(TPF material) 100210 0.01 0.01 0.03 0.04 — — 0.04 —
(TPF material) 100211 0.01 0.01 0.02 0.03 0.01 — 0.03 —
(IPF sustained — release capsules) 10040469 — 0.01 — 0.03 0.01 0.01 0.04 0.02
(IPF sustained — release capsules) 20091205 0.01 0.03 0.03 0.02 — — 0.05 —
(TPF sustained — release capsules) 91002006 — 0.04 0.03 0.04 0.03 0.08 0.09 0.04
(IPF granules) 9045972 — 0.03 0.01 0.04 — — 0.04 —
0.1% o 3. 4. 6 7 2,
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Fig2  Chromatogram of ibuprofen material ( A) ibuprofen sustained — release capsules ( B) ibuprofen granules ( C) and reference substances( D)
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