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3-fluoro-4-(4-morpholinyl)phenyl]-2-oxo-5-oxazolidinyl]methyll-, (S)-;
4-morpholinophenyl)-2-oxo-5-oxazolidinyllmethyllacetamide CAS RN®: 165800-03-3.

NLT 98.0% and NMT 102.0% of linezolid (C, H, FN,0O,), calculated on the anhydrous, solvent-free basis.

: IbenTiFicaTION TEsTs (197), Infrared Spectroscopy: 197K, (CN 1-Mar-2020) * If a difference appears in the IR spectra of the

andard, dissolve equal portions of the test specimen and the USP Reference Standard in equal volumes of methanol.

tions to dryness and perform the test on the residues.
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

f monobasic potassium phosphate
anol, acetonitrile, and Buffer (15:5:80)
anol and Buffer (50:50)

2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 80 20
8 57 43
18 0 100
25 0 100

1al conditions, and equilibrate the system for 5 min.

rile and water (35:65)

y solution: 50 pg/mL each of USP Linezolid RS and USP Linezolid Related Compound D RS in Diluent
n: 0.08 mg/mL of USP Linezolid RS in Diluent

"N NR ma/ml nfl ine7znlid in Niliient
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nL/min

1e: 10 pL

y

am suitability solution and Standard solution

tive retention times for linezolid and linezolid related compound D are about 1.0 and 1.4, respectively.]
lirements

LT 3.0 between linezolid and linezolid related compound D, System suitability solution

'* NMT 1.5, Standard solution

dard deviation: NMT 1.0%, Standard solution

dard solution and Sample solution

: percentage of linezolid (C16H20FN304) in the portion of Linezolid taken:

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

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

ria: 98.0%-102.0% on the anhydrous, solvent-free basis

(281): NMT 0.2%
A, Solution B, Mobile phase, Diluent, System suitability solution, and Chromatographic system: Proceed as directed in the

n: 0.0008 mg/mL of USP Linezolid RS in Diluent
0.8 mg/mL of Linezolid in Diluent

y
>m suitability solution and Standard solution

tive retention times for linezolid and linezolid related compound D are about 1.0 and 1.4, respectively.]
lirements

LT 3.0 between linezolid and linezolid related compound D, System suitability solution

'* NMT 1.5, Standard solution

dard deviation: NMT 5.0%, Standard solution

dJard solution and Sample solution
» percentage of each impurity in the portion of Linezolid taken:

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

ria: See Table 2. The reporting threshold is 0.05%.

Table 2
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