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241.29
3-dimethylphenyl)amino-;
licacid CASRN®: 61-68-7; UNII: 367589PJ2C.

ontains NLT 98.0% and NMT 102.0% of mefenamic acid (C, ;H, ,NO,), calculated on the dried basis.

+ IpeniFicaTion Tests (197), Infrared Spectroscopy: 197K or 197A4 (cN 1-May-2020)

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

1onobasic ammonium phosphate. Adjust with 3 M ammonium hydroxide to a pH of 5.0.
setonitrile, tetrahydrofuran, and Buffer (23:7:20)

n: 0.2 mg/mL of USP Mefenamic Acid RS in Mobile phase

: 0.2 mg/mL of Mefenamic Acid in Mobile phase

> system
aphy (621), System Suitability.)

54 nm

m x 25-cm; 5-ym packing L1
_/min

1e: 10 L

Yy

ard solution

lirements

iency: NLT 8200 theoretical plates
*NMT 1.6

dard deviation: NMT 0.73%

dard solution and Sample solution

: percentage of mefenamic acid (C15H15N02) in the portion of Mefenamic Acid taken:

Result = (r,/r)) x (C/C ) x 100
2ak response of mefenamic acid from the Sample solution

2ak response of mefenamic acid from the Standard solution
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1ase, and Chromatographic system: Proceed as directed in the Assay.

n: 0.01 mg/mL of USP Mefenamic Acid RS in Mobile phase

on: 0.3 pg/mL of USP Mefenamic Acid RS in Mobile phase from the Standard solution
1 mg/mL of Mefenamic Acid in Mobile phase

y

dard solution and Sensitivity solution

lirements

2 NMT 1.6, Standard solution

dard deviation: NMT 5.0%, Standard solution

ise ratio: NLT 10, Sensitivity solution

dard solution and Sample solution
: percentage of each impurity in the portion of Mefenamic Acid taken:

Result = (r,/r)) x (C/C ) x 100
2ak response of each impurity from the Sample solution
2ak response of mefenamic acid from the Standard solution
»ncentration of USP Mefenamic Acid RS in the Standard solution (mg/mL)

»ncentration of Mefenamic Acid in the Sample solution (mg/mL)

rria: The reporting threshold is 0.03%.
NMT 0.07%
s: NMT 0.5%

i)
105° for 4 h.
ria: NMT 1.0%

UIREMENTS
RrAGE: Preserve in tight, light-resistant containers.

ANDARDS (11)
S

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee

D Documentary Standards Support SM22020 Small Molecules 2

:abase Information: Chromatographic Database

red In:
volume No. PF 42(5)
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