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[[2-0-(6-deoxy-a-.-mannopyranosyl)-B-o-glucopyranosylloxy]-2, 6-dihydroxyphenyl]-3-(3-hydroxy-4-methoxyphenyl)-;
(3-hydroxy-4-methoxyphenyl)propanoyllphenyl 2-0-(a-L-rhamnopyranosyl)-g-o-glucopyranoside CAS RN®: 20702-77-6.

ydrochalcone contains NLT 96.0% and NMT 102.0% of neohesperidin dihydrochalcone (C ), calculated on the

28H3601 5

+ IpenmiFicaTion Tests (197), Infrared Spectroscopy: 197A, (CN 1-Mav-2020)

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

(v/v) glacial acetic acid in water

zetonitrile and Solution A (20:80)

| sulfoxide

'y solution: Suspend 100 mg of USP Neohesperidin Dihydrochalcone RS in 10.0 mL of a 100-g/L solution of sulfuric acid in

: suspension for 5 min on a boiling water bath. Immediately dilute 1.0 mL of the resulting solution with Diluent to 50.0 mL.
peridin dihydrochalcone related compound F and neohesperidin dihydrochalcone related compound G are prepared in situ in

n: 1.0 mg/mL of USP Neohesperidin Dihydrochalcone RS in Diluent
: 1.0 mg/mL of Neohesperidin Dihydrochalcone in Diluent

> system
graphy (621), System Suitability.)

82 nm

m x 15-cm; 4-ym packing L1, with a carbon loading of 7%
rature: 30°

nL/min

1e: 10 L
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dard deviation: NMT 2.0%, determined from the neohesperidin dihydrochalcone peak, Standard solution
m similarity: The chromatogram obtained from the Standard solution is similar to the reference chromatogram provided with

SP Neohesperidin Dihydrochalcone RS being used.

dard solution and Sample solution

» percentage of neohesperidin dihydrochalcone (C ) in the portion of Neohesperidin Dihydrochalcone taken:

26M36015
Result = (r,/rg) x (C/C,) x 100
2ak area of neohesperidin dihydrochalcone from the Sample solution

2ak area of neohesperidin dihydrochalcone from the Standard solution

»ncentration of USP Neohesperidin Dihydrochalcone RS in the Standard solution

»ncentration of Neohesperidin Dihydrochalcone in the Sample solution

ria: 96.0%-102.0% on the anhydrous basis

{281): NMT 0.2%

luent, System suitability solution, and Chromatographic system: Proceed as directed in the Assay.
n A: Use the Standard solution, as prepared in the Assay.

n B: 0.04 mg/mL of USP Neodiosmin RS in Diluent

n C: 0.02 mg/mL of USP Neohesperidin Dihydrochalcone RS from Standard solution A in Diluent

on: 0.002 mg/mL of USP Neohesperidin Dihydrochalcone RS from Standard solution C in Diluent

: 2.0 mg/mL of Neohesperidin Dihydrochalcone in Diluent

y

am suitability solution, Standard solution A, Standard solution C, and Sensitivity solution

e approximate relative retention times of related substances, see Table 1.]

lirements

LT 2.5 between the neohesperidin dihydrochalcone peak and the neohesperidin dihydrochalcone related compound F peak,

tability solution

dard deviation: NMT 5.0%, determined from the neohesperidin dihydrochalcone peak, Standard solution C

ise ratio: NLT 10, determined from the neohesperidin dihydrochalcone peak, Sensitivity solution

m similarity: The chromatogram obtained from the Standard solution A is similar to the reference chromatogram provided
of USP Neohesperidin Dihydrochalcone RS being used.

dard solution B, Standard solution C, and Sample solution
: percentage of neodiosmin in the portion of Neohesperidin Dihydrochalcone taken:

Result = (r /r)) x (C/C ) x 100

2ak area of neodiosmin from the Sample solution

2ak area of neodiosmin from Standard solution B

»ncentration of USP Neodiosmin RS in Standard solution B (mg/mL)

sncentration of Neohesperidin Dihydrochalcone in the Sample solution (mg/mL)

: percentage of each impurity except neodiosmin in the portion of Neohesperidin Dihydrochalcone taken:
Result = (r,/rg) x (C/C ) x 100

2ak area of each individual impurity except neodiosmin from the Sample solution
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