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1 Tablets

contain NLT 90.0% and NMT 110.0% of the labeled amount of naproxen (C, H,,0,).

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
ption spectra of the major peak of the Sample solution and that of the Standard solution exhibit maxima and minima at the
;, as obtained in the Assay.

setonitrile, water, and glacial acetic acid (450:540:10)

n: 0.1 mg/mL of USP Naproxen RS in Mobile phase

lution: Nominally equivalent to T mg/mL of naproxen in Mobile phase. Transfer an amount equivalent to about 500 mg of

1 NLT 10 finely powdered Tablets, to a 500-mL volumetric flask. Add about 300 mL of Mobile phase, and sonicate for 30 min.
amperature, and dilute with Mobile phase to volume.

 Nominally equivalent to 0.1 mg/mL of naproxen in Mobile phase from Sample stock solution. Pass through a suitable filter of
e size.

3 system

aphy (621), System Suitability.)

54-nm diode array

m x 15-cm; 5-um packing L7

nL/min

1e: 20 L

2 times the retention time of naproxen
y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of naproxen (C14H1403) in the portion of Tablets taken:

Result = (r /r)) x (C/C ) x 100
aak response of naproxen from the Sample solution
2ak response of naproxen from the Standard solution
»ncentration of USP Naproxen RS in the Standard solution (mg/mL)
>minal concentration of naproxen in the Sample solution (mg/mL)

ria: 90.0%-110.0%
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n: A known concentration of USP Naproxen RS in Buffer

. Filter portions of the solution under test, and suitably dilute with Buffer.
iditions

elength: About 332 nm (maximum absorbance)

dard solution and Sample solution

: percentage of the labeled amount of naproxen (C, H, ,0,) dissolved.

80% (Q) of the labeled amount of naproxen (C, H,,0,) is dissolved.

6t Units (905): Meet the requirements

1.36 g of monobasic potassium phosphate in 1 L of water. Adjust with triethylamine to a pH of 6.5. Pass through a suitable

n pore size.
rile and Buffer (50:50)
e Table 1.
Table 1
Time Buffer Acetonitrile
(min) (%) (%)
0 85 15
5 85 15
25 60 40
45 50 50
50 85 15
60 85 15

olution 1: Prepare 5 mg/mL of USP Naproxen RS in Diluent. Further dilute this solution with Diluent to obtain 0.05 mg/mL of
RS in Diluent.

olution 2: 0.01 mg/mL of USP Naproxen Related Compound A RS in methanol

olution 3: 0.07 mg/mL of USP_Naproxen Related Compound L RS in methanol

'y solution: 40.5 ug/mL of USP Naproxen Related Compound A RS from Standard stock solution 2 and 0.5 mg/mL of USP

1Diluent, (ERR 1-0ct-2018)
n: 1.0 pg/mL of USP Naproxen RS, 0.5 pg/mL each of USP Naproxen Related Compound A RS and USP Naproxen Related
S in Diluent, from Standard stock solution 1, Standard stock solution 2, and Standard stock solution 3, respectively

: Nominally equivalent to 0.5 mg/mL of naproxen from NLT 10 finely powdered Tablets. Transfer nominally equivalent to

of naproxen to a 1000-mL volumetric flask. Add 600 mL of Diluent, and sonicate for 30 min with intermittent shaking. Cool to
.ure, and dilute with Diluent to volume. Mix, and allow to settle for 5 min. Pass through a suitable filter of 0.45-pym pore size.

> system

36 nm

m x 15-cm; 5-ym packing L7
rature: 40°

nL/min

1e: 10 pL
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