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{N-(3,3-dimethylbutyl)-.-a-aspartyl]-1-methyl ester;

butyl)-.-a-aspartyl]-.-phenylalanine 1-methyl ester CAS RN®: 165450-17-9.

NLT 97.0% and NMT 102.0% of neotame (CZOH30

tIpenmiFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mar-2020)

NZOS), calculated on the anhydrous basis.

ssolve 3.0 g of sodium 1-heptanesulfonate in 740 mL of water in a suitable 1000-mL vessel, and add 3.8 mL of triethylamine.

1Iting solution with phosphoric acid to a pH of 3.5, and dilute with water to 750 mL. Add 250 mL of acetonitrile, and adjust

c acid to an apparent pH of 3.7.
n: 1.0 mg/mL of USP Neotame RS in Mobile phase

: 1.0 mg/mL of Neotame in Mobile phase. [Note—This solution is stable for up to 32 h when stored at a temperature of 0°—

> system
graphy (621), System Suitability.)

10 nm

m x 10-cm; packing L1
rature: 45°

nL/min

1e: 25 ub

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

» percentage of neotame (C, H NZOS) in the portion of Neotame taken:
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sncentration of Neotame in the Sample solution (mg/mL)

rria: 97.0%-102.0% on the anhydrous basis

(281): NMT 0.2%

raned (mixture of 5% nitric acid and 5% hydrochloric acid followed by rinsing with water) autosampler cups and volumetric

»id contamination. For the preparation of all aqueous solutions and for the rinsing of glassware before use, use water that
1through a strong-acid, strong-base, mixed-bed ion-exchange resin. Select all reagents to have as low a content of lead as
‘e standards and samples in acid-cleaned polyethylene containers.]

2 mL of lead-free nitric acid into a 1000-mL volumetric flask, dilute with water to volume, and mix.

olution: 79.9 mg of lead nitrate in 100 mL of Diluent in a 500-mL volumetric flask, and dilute with Diluent to volume. Transfer

resulting solution into a 100-mL volumetric flask, and dilute with Diluent to volume. Each mL of the Standard stock solution
juivalent of 10 pg of lead.

n A: Dilute an aliquot of the Standard stock solution with Diluent to obtain a solution having a concentration of 0.03 pg/mL.
n B: Dilute an aliquot of the Standard stock solution with Diluent to obtain a solution having a concentration of 0.015 pg/mL.
. Transfer 160 mg of Neotame to a 10-mL volumetric flask. Dissolve in and dilute with Diluent to volume.

wditions

e the instrument program as recommended by the manufacturer for lead, using a char temperature of 500° and an
temperature of 2000° ]

absorption spectrophotometer with a graphite furnace, pyrolytically coated graphite tubes, a solid pyrolytic graphite platform,
‘ound compensation system

elength: 283.3 nm

llow-cathode

jon

Breathing-quality air

dard solution A, Standard solution B, Sample solution, and Blank

ieak areas of the Sample solution, Standard solution A, and Standard solution B for the Blank peak area. Generate the
e lead calibration algorithm, and determine the lead concentration in the Sample solution, in pg/mL.

» amount of lead, in pg/g, in the portion of Neotame taken:

Result = (C x V)/(W x F)
ank-corrected lead concentration in the Sample solution (ug/mL)
rlume of the Sample solution, 10 mL
eight of Neotame taken to prepare the Sample solution (mg)
»nversion factor, mg/g
ria: NMT 2 pg/g
d Chromatographic system: Proceed as directed in the Assay.

n A: 0.03 mg/mL of USP Neotame Related Compound A RS in Mobile phase
n B: Prepare as directed for the Standard solution in the Assay.

ity solution: Transfer 2 mL of Standard solution A to a 50-mL volumetric flask, and dilute with Mobile phase to volume.

: 2 mg/mL of Neotame in Mobile phase. [Nore—This solution is stable for up to 32 h when stored at a temperature of 0°~10° ]
y

dard solution A and Detector sensitivity solution

lirements

dard deviation: NMT 5.0%, Standard solution A
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