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Tablets

ontain NLT 90.0% and NMT 110.0% of the labeled amount of linezolid (C, H, FN_O,).

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

of ammonium phosphate monobasic

ethanol and Buffer (55:45)

)l and Buffer (45:55)

n: 0.06 mg/mL of USP Linezolid RS in Diluent. Sonicate to dissolve as necessary.

lution: Nominally 1.2 mg/mL of linezolid from Tablets prepared as follows. Finely powder Tablets (NLT 10) and transfer a

n of the powder to a suitable volumetric flask. Add Buffer in small portions to disperse the powder. Use Buffer equivalent to
| volume. Shake for about 10 min. Add methanol, using 20% of the final volume, and sonicate for about 10 min. Allow this
1d for about 10 min. Dilute with methanol to volume.

 Nominally 0.06 mg/mL of linezolid in Diluent from the Sample stock solution

> system

51 nm

m x 25-cm; 5-ym packing L1
rature: 40°

_/min

1e: 20 L

1.6 times the retention time of linezolid
b

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

s percentage of the labeled amount of linezolid (C, H, FN,0,) in the portion of Tablets taken:

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

>minal concentration of linezolid in the Sample solution (mg/mL)
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M phosphate buffer pH 6.8; 900 mL, prepared as follows. Dissolve 6.8 g/L of potassium phosphate monobasic and 0.869 g/L

rdroxide in water.

0rpm

phase, Diluent, Chromatographic system, and System suitability: Proceed as directed in the Assay.

t solution: 0.4 mg/mL of USP Linezolid RS in Diluent. Sonicate, as needed, to dissolve.

ion: 0.04 mg/mL of USP Linezolid RS in Medium from the Standard stock solution

n: Pass a portion of the solution under test through a suitable filter of 0.45-um pore size. Dilute the filtrate with Medium to
| concentration similar to that of the Standard solution.

ndard solution and Sample solution
he percentage of the labeled amount of linezolid (C16H20FN304) dissolved:

Result = (r,/r)) x C;x V x (1/L) A% D, (grR 1-Feb-2024) X 100
peak response of linezolid from the Sample solution
peak response of linezolid from the Standard solution
concentration of USP Linezolid RS in the Standard solution (mg/mL)
volume of Medium, 900 mL
label claim (mg/Tablet)

dilution factor of the Sample solution, as needed 4 (ERR 1-Feb-2024)

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

duct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.

M phosphate buffer pH 6.8; 900 mL, prepared as follows. Dissolve 6.8 g of potassium phosphate monobasic in 1 L of water
needed with 2.5 N sodium hydroxide TS to a pH of 6.8.

0rpm

Acetonitrile and water (25:75)

ion: 0.0264 mg/mL of USP Linezolid RS in Medium. Sonicate, as needed, to dissolve.

n: Pass a portion of the solution under test through a suitable filter of 0.45-um pore size. Dilute the filtrate with Medium to
| concentration similar to that of the Standard solution.

hic system
tography (621), System Suitability.)

254 nm

mm x 15-cm; 5-um packing L1

)erature: 40°

nL/min

mme: 20 pL

T 1.6 times the retention time of linezolid
lity

'dard solution

guirements

andard deviation: NMT 2.0%

ndard solution and Sample solution
he percentage of the labeled amount of linezolid (C, H, FN,0,) dissolved:

Result = (r,/r) x Cox V x (1/L) x D x 100

peak response of linezolid from the Sample solution
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