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Allowed HPLC Adjustment in USP 621
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Table2 &M
Analytical Conditions

System : Nexera Method Scouting
Column . (D Shim-pack VP-ODS (250 mm L. x 4.6 mm I.D., 4.6 um)
(@ Kinetex XB-C18 (100 mm L. x 4.6 mm I.D., 2.6 ym)
Mobile Phase : A: 1% (wt / v)Chloroacetic Acid Water
(pH 3.0 adjusted with ammonium hydroxide)
B: Acetonitrile
A/B =2/3 (v/v)
Flow Rate 2.0 mL/min
Column Temp. : 30 °C
Injection Vol. : (M 5 pL
@ 1L

Detection : SPD-20AV at 254 nm

A R ety
“Nexera” %= ;ER L1z USP621 #HlIc K %
47787 9 thDE®ER(L

Ultra-High Speed Analysis of Ibuprofen within USP621 Allowed Limits by Nexera
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High Speed Analysis of Impurities in Ibuprofen with UHPLC Column
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1. Ibuprofen (12 mg/mL)
2. Valerophenone (0.35 mg/mL)

3. 4-Isobutylacetophenone (0.012 mg/mL)

Fig.1 Shim-pack VP-ODS & Kinetex XB-C18 /1) —XDLLE:
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Comparison of the Shim-pack VP-ODS and Kinetex XB-C18 Series
-Chromatograms of a Standard Mixture of Ibuprofen,
4-Isobutylacetophenone and Valerophenone -
Upper: Shim-pack VP-ODS (250 mmL)
Lower: Kinetex XB-C18 (100 mmL)
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Table 3 USP 621 ICH1F% HPLC DA TR EH
Allowed HPLC Adjustment of USP 621
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Table 4 D5t
Analytical Conditions

System : Nexera
Column : Kinetex XB-C18 (100 mm L. x 4.6 mm I.D., 2.6 ym)
Mobile Phase : A 1% (wt / v)Chloroacetic Acid Water
(pH 3.0 adjusted with ammonium hydroxide)
B: Acetonitrile
A/B = 2/3 (v/v)

Flow Rate :2.0 mL/min

Column Temp. :30°C

Injection Vol. 210 pL

Detection : SPD-20AV at 254 nm
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Chromatograms of Ibuprofen and Impurities
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