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Table 1 Hr5tF
Analytical Conditions (the USP Original Method)

System : Nexera-i
Column : Shim-pack GIST C8
(150 mm L. X 4.6 mm I.D., 5 pm)
Mobile Phase . Acetonitrile/Phosphate (Na) Buffer (pH 7.6) = 1/3 (v/v)
Flow Rate :0.80 mL/min
Column Temp.  :40°C
Injection Volume : 20 pL
Detection : UV 280 nm (Cell temp. 40°C)

Table2 BEFILICHITHATLDEE
Selection of Column for Speed Enhancement

Column size L/dp ratio
The USP 150 mm L. X 4.6 mml.D., 1
Original Method 5um 30000 (100 %)
The USP 50 mmL. X 3.0 mm I.D., 0.83
Fast Method 2 ym 25000 (-17 %)

Table3 & (USP XV v FEkit)
Analytical Conditions (the USP Fast Method)

System : Nexera-i
Column : Shim-pack GIST C8
(50 mm L. X 3.0mm [.D., 2 pm)
Mobile Phase . Acetonitrile/Phosphate (Na) Buffer (pH 7.6) = 1/3 (v/v)
Flow Rate :0.85 mL/min
Column Temp. :40°C
Injection Volume : 8 pL
Detection : UV 280 nm (Cell temp. 40 °C)
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High Performance Liquid Chromatography
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Analysis of Omeprazole within USP and JP by “i-Series”
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Chromatograms for the USP Method
(Upper: the USP Original Method, Lower: the USP Fast Method)
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Table4 Y ZAFLBEEMEERER (USP ER IEERHHLUSRILEH)
Results of System Suitability Test of the USP Method (the Original Method and the Fast Method)

Analytical Conditions

System Suitability Requirements The USP Original Method (Table 1) The USP Fast Method (Table 3)
Results Judgments Results Judgments
USP Tailing Factor for Omeprazole =1.5 0.94 PASS 0.89 PASS
Rt 0.097 % PASS Rt 0.081 % PASS
Relati Deviation f | =6 <1.09
elative Standard Deviation for Omeprazole (n ) = % Ares 0.022 % PASS Area 0121 % PASS
BAEFGELDTH
the JP Method m
BHAREBAEBR A TOOWEM% Table 5 (R L E Omeprazole
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1,2-dinitrobenzene
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Table 5 St (BRERH)
Analytical Conditions (the JP Method) Fig.3 BAEBAICENMLIEYZOTN 5L — YRTLDMEEE
Chromatogram for the JP Method — System Performance

System : Prominece-i
Column : Shim-pack GIST C8
(150 mm L X 4.6 mm1.D., 5 ym)
Mobile Phase : Phosphate (Na) Buffer (pH 7.6) / Acetonitrile = 29/11 (v/v)

Flow Rate 1.3 mL/min
Column Temp.  :25°C AU
Injection Volume : 10 pL
Detection : UV 280 nm (Cell temp. 40 °C) 4 Omeprazole
Table6 JAFLBAMHRER (BAEEH) 2
Results of System Suitability Test (the JP Method)
System Suitability Requirements Results |Judgments
Test for Required Detectability| Area 15 ~ 25 % | 19.7 % PASS o
System Performance Resolution = 10| 23.6 PASS 00 10 20 30 40 50 60 70 80 90 min
System Repeatability %<RSZDOAD/rea 0.202 %| PASS Fig.4 BAEBAICENL/ON Sh — VAT LDOBRE
=Y Chromatogram for the JP Method — System Repeatability
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