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> acid, 1-(4-chlorobenzoyl)-5-methoxy-2-methyl-;
/1)-5-methoxy-2-methylindole-3-acetic acid CAS RN®: 53-86-1; UNII: XXE1CET956.

itains NLT 98.0% and NMT 102.0% of indomethacin (C CINO,), calculated on the dried basis.

19H16

1 time of the indomethacin peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

5 formic acid

onitrile

olution A and Solution B (55:45)

1 A and Solution B (55:45), adjusted with 0.2 M sodium hydroxide to a pH of 8.0

ity solution: 2.0 mg/mL of USP Indomethacin RS, 0.002 mg/mL of USP Indomethacin Related Compound A RS, and 0.01

> Indomethacin Related Compound B RS, prepared as follows. Transfer a quantity of USP Indomethacin RS to a suitable

sk. Add 50% of the final volume of acetonitrile and sonicate to dissolve. Add suitable amounts of USP Indomethacin Related

RS and USP Indomethacin Related Compound B RS to the resulting solution, sonicate to dissolve if necessary, and dilute with
me.

n: 0.5 mg/mL of USP Indomethacin RS in Diluent. Sonicate to dissolve.

12 0.5 mg/mL of Indomethacin in Diluent. Sonicate to dissolve.
ic system
raphy (621), System Suitability.)

240 nm
im x 25-cm; 5-um packing L1
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ative retention times for indomethacin related compound A and indomethacin related compound B are 0.24 and 0.37,

uirements

NLT 2.0 between indomethacin related compound B and indomethacin related compound A, System suitability solution
r: NMT 2.0 for indomethacin, Standard solution

1dard deviation: NMT 0.73%, Standard solution

1dard solution and Sample solution

e percentage of indomethacin (C CINO4) in the portion of Indomethacin taken:

19H16
Result = (r,/r;) x (C/C ) x 100
ieak response of indomethacin from the Sample solution

ieak response of indomethacin from the Standard solution

:oncentration of USP Indomethacin RS in the Standard solution (mg/mL)

:oncentration of Indomethacin in the Sample solution (mg/mL)

eria: 98.0%—102.0% on the dried basis

1(281): NMT 0.2%

tion B, Mobile phase, Diluent, and Chromatographic system: Proceed as directed in the Assay.

n: 0.002 mg/mL of USP Indomethacin RS, 0.002 mg/mL of USP Indomethacin Related Compound A RS, and 0.01 mg/mL of
1acin Related Compound B RS in Diluent. Sonicate to dissolve.

12 2.0 mg/mL of Indomethacin, prepared as follows. Transfer a quantity of Indomethacin to a suitable volumetric flask. Add

al volume of acetonitrile and sonicate to dissolve. Dilute with Diluent to volume.

ity

lard solution

uirements

NLT 2.0 between indomethacin related compound A and indomethacin related compound B

r: NMT 2.0 for indomethacin related compound A, indomethacin related compound B, and indomethacin

1dard deviation: NMT 5.0% for indomethacin related compound A, indomethacin related compound B, and indomethacin

1dard solution and Sample solution
e percentage of indomethacin related compound A and indomethacin related compound B in the portion of Indomethacin

Result = (r /r;) x (C/C,) x 100
ieak response of indomethacin related compound A or indomethacin related compound B from the Sample solution
ieak response of indomethacin related compound A or indomethacin related compound B from the Standard solution

:oncentration of USP Indomethacin Related Compound A RS or USP Indomethacin Related Compound B RS in the Standard
solution (mg/mL)

:oncentration of Indomethacin in the Sample solution (mg/mL)

e percentage of any individual unspecified impurity in the portion of Indomethacin taken:
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