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oluses

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

1 Bolus. Boil a portion of the powder, equivalent to 300 mg of aspirin, with 50 mL of water. Cool and add a drop of ferric

rria: A violet-red color is produced.
time of the aspirin peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

g/L of sodium 1-heptanesulfonate in a mixture of acetonitrile and water (15:85). Adjust with glacial acetic acid to a pH of 3.4.

rile and formic acid (99:1)
n: 0.4 mg/mL of USP Aspirin RS and 0.01 mg/mL of USP Salicylic Acid RS in Diluent
lution: Nominally 4 mg/mL of aspirin prepared as follows. Finely powder NLT 10 Boluses. Transfer a portion of the powder to

volumetric flask and dilute with Diluent to volume. Stir the solution by mechanical means for 15 min.

 Nominally 0.4 mg/mL of aspirin from Sample stock solution in Diluent. Pass a portion of this solution through a filter of 0.5-
e size. Use the filtrate.

> system

aphy (621), System Suitability.)

54 nm

m x 25-cm; 5-ym packing L1

_/min

1e: 20 L

y

ard solution

tive retention times for salicylic acid and aspirin are 0.6 and 1.0, respectively.]
lirements

LT 2.0 between salicylic acid and aspirin

dard deviation: NMT 2.0% for aspirin

dard solution and Sample solution

s percentage of the labeled amount of aspirin (C;H,0,) in the portion of Boluses taken:

Result = (r,/r)) x (C/C ) x 100
2ak response of aspirin from the Sample solution
2ak response of aspirin from the Standard solution

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

»minal concentration of aspirin in the Sample solution (mg/mL)
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rile and formic acid (99:1)
n: USP Aspirin RS in Diluent at a suitable concentration. [Note—Prepare the solution at the time of use.]

. Pass a portion of the solution under test through a suitable filter. Dilute with Diluent, if necessary.
iditions

elength: The isosbestic point of aspirin and salicylic acid at 265 + 2 nm

dard solution and Sample solution
: percentage of the labeled amount of aspirin (CQH804) dissolved:

Result = (A /A) x C,x VxDx (1/L) x 100
ysorbance of the Sample solution
»sorbance of the Standard solution
»ncentration of the Standard solution (mg/mL)

>lume of Medium, 900 mL
lution factor of the Sample solution, if necessary

bel claim (mg/Bolus)

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

«6E Units (905): Meet the requirements

\cip
luent, Sample solution, Chromatographic system, and System suitability: Proceed as directed in the Assay.
ndard solution: 0.07 mg/mL of USP Salicylic Acid RS in Diluent

nle solution and Salicylic acid standard solution

+ actual concentration (C), in mg/mL, of aspirin (C,H,0,) in the Sample solution taken:

Result = C, x (F/100)
»minal concentration of aspirin in the Sample solution (mg/mL)
srcentage of the labeled amount of aspirin (C;H,0,) in the portion of Boluses taken, as determined in the Assay
: percentage of salicylic acid (C7H603) in the portion of Boluses taken:
Result = (r /r) x (C/C) x 100
ak response of salicylic acid from the Sample solution
2ak response of salicylic acid from the Salicylic acid standard solution

»ncentration of USP Salicylic Acid RS in the Salicylic acid standard solution (mg/mL)

stual concentration of aspirin in the Sample solution
'ria: NMT 0.3%

UIREMENTS
RAGE: Preserve in tight containers.
>luses to indicate that they are for veterinary use only.

ANDARDS (11)
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