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from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-
12g-20230127.

P A
N

N/ CH; Mg?*
HaC OCH; P
3H,0 Trihydrate: 767.17
2H,0 Dihydrate: 749.15

Anhydrous: 713.12
5-methoxy-2-[(S)-[(4-methoxy-3,5-dimethyl-2-pyridinyl)methyl]sulfinyl]-, magnesium salt (2:1)
4-methoxy-3,5-dimethyl-2-pyridyl)methyl]sulfinyl]benzimidazole, magnesium salt (2:1)

N®: 217087-09-7; UNII: R6DXU4AWAYO.
\®: 217087-10-0; UNII: 36H71644EQ.

jnesium contains NLT 98.0% and NMT 102.0% of esomeprazole magnesium (C34H36MgN606SZ)’ calculated on the anhydrous

penTiricaTioN Tests (197), Infrared Spectroscopy: 197K. [Note—If a difference appears in the IR spectra of the analyte and the

ly dissolve equal portions of the sample specimen and USP Esomeprazole Magnesium RS in equal volumes of methanol,
tion to dryness in similar containers under identical conditions, and repeat the test on the residues.]

olution, prepared and tested as directed in the test for Content of Magnesium, exhibits a significant absorption at 285.2 nm.
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

| g/L of sodium phosphate monobasic and 1.118 g/L of sodium phosphate dibasic anhydrous in water. If necessary, adjust

cacidtoapHof7.6.

1 mL of 0.25 M sodium phosphate tribasic with 22 mL of 0.5 M sodium phosphate dibasic, and dilute with water to 100 mL.
zetonitrile and Solution A (35:65)

n: 0.05 mg/mL of USP Omeprazole RS prepared as follows. Transfer 10 mg of USP Omeprazole RS to a 200-mL volumetric
dlve in about 10 mL of methanol. Add 10 mL of Solution B, and dilute with water to volume.

:0.05 mg/mL of Esomeprazole Magnesium prepared as follows. Transfer 10 mg of Esomeprazole Magnesium to a 200-mL
k, and dissolve in about 10 mL of methanol. Add 10 mL of Solution B, and dilute with water to volume.

> system

80 nm
m x 12.5-cm or 4.6-mm x 15-cm; 5-ym packing L7. [Note—Alternatively, a 3.9-mm x 15-cm column; 4-pym packing L1 may be

nL/min
1e: 20 L
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dard solution and Sample solution

: percentage of esomeprazole magnesium (C,,H, . MgN,OS,) in the portion of Esomeprazole Magnesium taken:

Result = (r,/r) x (C/C) x M _/(2x M_)] x 100
yeak response of esomeprazole from the Sample solution
yeak response of omeprazole from the Standard solution
soncentration of USP Omeprazole RS in the Standard solution (mg/mL)
soncentration of Esomeprazole Magnesium in the Sample solution (mg/mL)
nolecular weight of esomeprazole magnesium, 713.12

nolecular weight of omeprazole, 345.42

ria: 98.0%-102.0% on the anhydrous basis

INTS

5IUM

ion: Transfer 58.7 g of lanthanum oxide to a 1000-mL volumetric flask, wet the substance with some water, and dissolve by
on of 250 mL of hydrochloric acid in 20- to 30-mL portions, cooling between the additions. Add water while stirring, cool to
ure, and dilute with water to volume. [Note—Store the solution in a plastic bottle.]

olution: 1000 pg/mL of magnesium in water, from a commercially prepared atomic absorption standard solution. [Note—
ion in a plastic bottle.]

n A: Transfer 10.0 mL of Standard stock solution to a 500-mL volumetric flask, add 50 mL of 1 N hydrochloric acid, and dilute
olume. Transfer 20.0 mL of this solution to a 200-mL volumetric flask, and dilute with water to volume. [Note—This solution
mL of magnesium.]

n B: Combine 5.0 mL of Standard solution A and 4.0 mL of Lanthanum solution, and dilute with water to 100.0 mL (0.1

n C: Combine 10.0 mL of Standard solution A and 4.0 mL of Lanthanum solution, and dilute with water to 100.0 mL (0.2
n D: Combine 15.0 mL of Standard solution A and 4.0 mL of Lanthanum solution, and dilute with water to 100.0 mL (0.3
n E: Combine 20.0 mL of Standard solution A and 4.0 mL of Lanthanum solution, and dilute with water to 100.0 mL (0.4

n F: Combine 25.0 mL of Standard solution A and 4.0 mL of Lanthanum solution, and dilute with water to 100.0 mL (0.5
-Concentrations of the Standard solutions and the Sample solution may be modified to fit the linear or working range of the
1en using instruments with a linear calibration graph, the number of Standard solutions can be reduced.]

. Transfer 250 mg of Esomeprazole Magnesium to a 100-mL volumetric flask, add 20 mL of 1 N hydrochloric acid, swirl until
dilute with water to volume. Allow to stand for 30 min. Transfer 10.0 mL of this solution to a 200-mL volumetric flask, and
er to volume. Transfer 10.0 mL of the solution to another 100-mL volumetric flask, add 4.0 mL of Lanthanum solution, and
er to volume.

1.0 mL of Lanthanum solution to a 100-mL volumetric flask, and dilute with water to volume.

iditions

absorption spectrophotometry

stylene

elength: 285.2 nm

dard solution B, Standard solution C, Standard solution D, Standard solution E, Standard solution F, Sample solution, and Blank
le concentration, C, in pg/mL, of magnesium in the Sample solution using the calibration graph.

» percentage of magnesium in the portion of Esomeprazole Magnesium taken:

Result = (C/C,) x [100/(100 - F)] x 100
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