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‘O/\\//\‘CHQ,

193.24
lino-, butyl ester;
oate CAS RN®: 94-25-7; UNII: EFW857872Q.

s NLT 98.0% and NMT 102.0% of butamben (C,_H

11715

+ IbEnTiFicaTION TEsTs (197), Infrared Spectroscopy: 197A or 197K, (CN 1-May-2020)

NOZ), calculated on the dried basis.

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

1.0 mL of 98 percent formic acid to 1 L of water, and mix well.

1.0 mL of 98 percent formic acid to 1 L of acetonitrile, and mix well.

e Table 1.
Table 1

Time Solution A Solution B
(min) (%) (%)

0.0 90 10

1.0 90 10

6.0 50 50

8.5 50 50

8.6 90 10
10.0 90 10

n: 0.2 mg/mL of USP Butamben RS prepared as follows. Transfer a suitable quantity of USP Butamben RS to an appropriate

k. Add 10% of the total flask volume of acetonitrile to dissolve, then dilute with water to volume.

: 0.2 mg/mL of Butamben prepared as follows. Transfer a suitable quantity of Butamben to an appropriate volumetric flask.

: total flask volume of acetonitrile to dissolve, then dilute with water to volume.

> system
aphy (621), System Suitability.)
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lirements
= NMT 2.0
dard deviation: NMT 0.73%

dard solution and Sample solution

: percentage of butamben (C”H15N02) in the portion of Butamben taken:

Result = (r,/rg) x (C/C,) x 100
2ak response from the Sample solution
2ak response from the Standard solution
»ncentration of USP Butamben RS in the Standard solution (mg/mL)

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

wia: 98.0%-102.0% on the dried basis

(281): NMT 0.2%

ion B, Mobile phase, Sample solution, and Chromatographic system: Proceed as directed in the Assay.
rile and water (10:90)
olution: 0.1 mg/mL each of USP Butamben RS and USP Aminobenzoic Acid RS prepared as follows. Transfer a suitable

‘h Reference Standard to an appropriate volumetric flask. Add 10% of the total flask volume of acetonitrile to dissolve, then

er to volume.

n: 0.2 pg/mL each of USP Butamben RS and USP Aminobenzoic Acid RS from the Standard stock solution in Diluent

of blank injections of Diluent may be suitable to reduce carryover between injections of the Sample solution and the Standard

erved.]

y

ard solution

lirements

ILT 10 between the aminobenzoic acid and butamben peaks

dard deviation: NMT 5% for each peak corresponding to aminobenzoic acid and butamben

ole solution and Standard solution
: percentage of aminobenzoic acid in the portion of Butamben taken:

Result = (r,/r)) x (C/C ) x 100

2ak response of aminobenzoic acid from the Sample solution

2ak response of aminobenzoic acid from the Standard solution

»ncentration of USP Aminobenzoic Acid RS in the Standard solution (mg/mL)

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

» percentage of any individual unspecified impurity in the portion of Butamben taken:
Result = (r,/r)) x (C/C ) x 100

aak response of any other individual impurity from the Sample solution

2ak response of butamben from the Standard solution

»ncentration of USP Butamben RS in the Standard solution (mg/mL)

yncentration of Ritamhen in the Samnle solition (ma/mi )
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