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tic acid, 6-methoxy-a-methyl-, (S)-.

x-methyl-2-naphthaleneacetic acid CAS RN®: 22204-53-1; UNII: 57Y76R9ATQ.

s ANLT 98.0% and NMT 102.0%4 (usp 1-Aug-2024) of naproxen (C

penTiFication Tests (197), Infrared Spectroscopy: 197K 4or 197A A (USP 1-Aug-2024)

03), calculated on the dried basis.

n time of the major peak of the Sample solution corresponds to that of the naproxen peak in the System suitability solution, as

antiomeric Purity Test. 5 (UspP 1-Aug-2024)

% glacial acetic acid in water

% glacial acetic acid in methanol

2e Table 1. The recommended equilibration time after the gradient is 5-10 min.

Table 1

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

0 45 55

20 45 55

27 20 80

32 20 80
321 45 55

35 45 55

rile and water (50:50)
Documents

Full document details: Naproxen

Document Sharing Hub


https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S6
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S6
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S6
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S6
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S6
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S6
https://online.uspnf.com/uspnf/current-document/1_GUID-41DC7218-CF95-4264-BCF6-5C1574737A7D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-41DC7218-CF95-4264-BCF6-5C1574737A7D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://store.usp.org/product/1457301
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
http://www.avadocuments.com/doc/naproxen
http://www.avadocuments.com/doc/naproxen

m x 15-cm; 3.5-um packing L1
rature: 35°

_/min

1e: 20 L

y

ard solution

guirements

tor: NMT 2.0

andard deviation: NMT 0.73%

dJard solution and Sample solution

» percentage of naproxen (014H1403) in the portion of Naproxen taken:

Result = (r,/rg) x (C/C ) x 100
2ak response of naproxen from the Sample solution
aak response of naproxen from the Standard solution
sncentration of USP Naproxen RS in the Standard solution (mg/mL)

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

§-2024)

ria: 498.0%-102.0% 5 (Usp 1-Aug-2024) ON the dried basis

ution B, Mobile phase, and Diluent: Prepare as directed in the Assay.

'y solution: 100 pg/mL of USP Naproxen RS and 0.5 pg/mL each of USP Naproxen Related Compound K RS, USP Naproxen
»und A RS, and USP Naproxen Related Compound L RS in Diluent

n: 0.1 pg/mL each of USP Naproxen RS, USP Naproxen Related Compound A RS, USP Naproxen Related Compound L RS
»xen Related Compound E RS in Diluent

on: 0.05 pg/mL each of USP Naproxen RS, USP Naproxen Related Compound A RS, USP Naproxen Related Compound L RS,
)xen Related Compound E RS in Diluent from Standard solution

: 100 pg/mL of Naproxen in Diluent

> system
graphy (621), System Suitability.)

40 nm

m x 15-cm; 3.5-um packing L1

rature: 35°

_/min

1e: 20 L

y

am suitability solution, Standard solution, and Sensitivity solution
le 2 for the relative retention times.]

lirements

LT 1.5 between naproxen related compound K and naproxen related compound A; NLT 2.0 between naproxen related
L and naproxen, System suitability solution

dard deviation: NMT 5.0% for each peak, Standard solution

ise ratio: NLT 10 for each peak, Sensitivity solution

dard solution and Sample solution
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