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L-a-aspartyl-, 1-methyl ester;
oxyphenethyl)succinamic acid N-methyl ester CAS RN®: 22839-47-0.

1s NLT 98.0% and NMT 102.0% of aspartame (C14H18N205), calculated on the dried basis.

+IpenTiFicaTion Tests (197), Infrared Spectroscopy: 197My (cN 1-May-2020)

specimens.]

ilonobasic potassium phosphate, adjusted with phosphoric acid to a pH of 4.3

ethanol and Buffer (18:82)

)l and water (1:9)

y solution: 0.1 mg/mL each of USP Aspartame Related Compound A RS and USP 1-Phenylalanine RS in Diluent
n: 0.5 mg/mL of USP Aspartame RS in Diluent

: 0.5 mg/mL of Aspartame in Diluent. [Note—Avoid heat and excessive holding times.]

> system
graphy (621), System Suitability.)

10 nm

m x 25-cm; 5-um packing L1

rature: 40°

_/min

1e: 20 L

1in

y

am suitability solution and Standard solution

slative retention times for the L-phenylalanine and aspartame related compound A peaks are 0.6 and 1.0, respectively.]
lirements

LT 8 between the -phenylalanine and aspartame related compound A peaks, System suitability solution
'* NMT 1.5, Standard solution

dard deviation: NMT 1.0%, Standard solution
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2ak area of aspartame from the Standard solution

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

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

ria: 98.0%-102.0% on the dried basis

(281): NMT 0.2%

3,6-DI0X0-2-PIPERAZINEACETIC ACID

luent, System suitability solution, and Chromatographic system: Proceed as directed in the Assay.
n: 75 pg/mL of USP Aspartame Related Compound A RS in Diluent

. 5 mg/mL of Aspartame in Diluent. [Note—Avoid heat and excessive holding times.]

y

>m suitability solution and Standard solution

ltirements

LT 8 between the .-phenylalanine and aspartame related compound A peaks, System suitability solution
* NMT 2.0, Standard solution
dard deviation: NMT 4.0%, Standard solution

dard solution and Sample solution
1ue the elution of the Sample solution for 45 min.]
: percentage of aspartame related compound A in the portion of Aspartame taken:

Result = (r /r)) x (C/C ) x 100
2ak response of aspartame related compound A from the Sample solution
2ak response of aspartame related compound A from the Standard solution
»ncentration of 5-benzyl-3,6-dioxo-2-piperazineacetic acid in the Standard solution (mg/mL)
sncentration of Aspartame in the Sample solution (mg/mL)

ria: NMT 1.5%

dURITY

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

lution: Proceed as directed in the Sample solution in the test for Limit of 5-Benzyl-3,6-dioxo-2-piperazineacetic Acid.
0.1 mg/mL of Aspartame from the Sample stock solution in Diluent

y

n suitability solution

lirements

LT 8 between the -phenylalanine and aspartame related compound A peaks, System suitability solution

nle stock solution and Sample solution

e the elution of the Sample stock solution for 45 min.]

ria: The sum of all of the peak responses of the Sample stock solution, excluding the 5-benzyl-3,6-dioxo-2-piperazineacetic
tame peak responses, is NMT the aspartame peak response of the Sample solution, corresponding to NMT 2.0% of

1ic impurities.

10 mg/mL of Aspartame in 2 N hydrochloric acid, prepared by means of sonication
line the transmittance in a 1-cm cell at 430 nm with a suitable spectrophotometer.
ria: Transmittance of NLT 0.95, corresponding to an absorbance of NMT about 0.022

Cnanifin Datatinn /7Q1Q\
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