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ffervescent Tablets for Oral Solution

nt Tablets for Oral Solution contain Aspirin and an effervescent mixture of a suitable organic acid and an alkali metal
/or carbonate. Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of aspirin (C,;H,0,).

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

t
2 Sample to 50 mL of water in a flask, and immediately stopper with a stopper fitted with tubing so that the evolved gas
1 calcium hydroxide TS.

rria: A white precipitate forms.

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: 0.5 mg/mL of USP Aspirin RS in Diluent

lution: Nominally 5 mg/mL of aspirin prepared as follows. Transfer a quantity, equivalent to about 100 mg of aspirin from
owdered Tablets, to a suitable container. Add 20.0 mL of Diluent and 10 glass beads. Shake vigorously for 10 min, and

: Nominally 0.5 mg/mL of aspirin in Diluent from Sample stock solution
> system
aphy (621), System Suitability.)

80 nm

x 30-cm; packing L1
_/min

1e: 10 L

y

ard solution

lirements

* NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of aspirin (C9H804) in the portion Tablets 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)

Armminal AanAaAn tratinn Af Aanivin in tha Canmanla aalidtinn (manlmal )
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yLic Acip

luent, and Chromatographic system: Proceed as directed in the Assay.

'y solution: 0.015 mg/mL of USP Salicylic Acid RS and 0.5 mg/mL of USP Aspirin RS in Diluent
n: 0.015 mg/mL of USP Salicylic Acid RS in Diluent

. Use the Sample stock solution prepared as directed in the Assay.

y

am suitability solution and Standard solution

tive retention times for salicylic acid and aspirin are 0.7 and 1.0, respectively.]
lirements

LT 2.0 between salicylic acid and aspirin, System suitability solution

dard deviation: NMT 4.0%, Standard solution

dard solution and Sample solution

: percentage of salicylic acid (C7H603) in the portion of Tablets taken:

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

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

»minal concentration of aspirin in the Sample solution (mg/mL)

wia: NMT 8.0%

Caeacity (301): NLT 5.0 mEq of acid is consumed by 1 Tablet.

UIREMENTS
RrAGE: Preserve in tight containers.

ANDARDS (11)

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee

ESCENT TABLETS FOR ORAL
Documentary Standards Support SM22020 Small Molecules 2

:abase Information: Chromatographic Database

red In:
volume No. PF 42(4)
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