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d, a-hydroxy-;

henylacetic acid;

ylacetic acid;

lacetic acid CAS RN®: 90-64-2.

tains NLT 98.0% and NMT 102.0% of a-hydroxyphenylacetic acid (CBHSOS), calculated on the anhydrous basis.

DENTIFICATION TesTs (197), Infrared Spectroscopy: 197K

ic IpenTiTY
d as directed in the Assay.
rria: The retention time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in

A phosphoric acid

setonitrile, methanol, and Solvent A (17:3:80)

olution A: Prepare a solution having known concentrations of 0.2 mg/mL of acetophenone, 0.5 mg/mL of benzoylformic
mg/mL of USP Benzaldehyde RS, respectively, in Mobile phase.

olution B: Transfer 25 mg of USP Benzoic Acid RS to a 250-mL volumetric flask, add 5.0 mL of Standard stock solution A,
»ile phase to volume, and mix.

olution C: Use USP Mandelic Acid RS to prepare a solution having a known concentration of 5 mg/mL in Mobile phase.

y solution: Transfer 5.0 mL of Standard stock solution B and 20.0 mL of Standard stock solution C to a 100-mL volumetric
‘h Mobile phase to volume, and mix. The solution contains 1 mg/mL of USP Mandelic Acid RS, 0.2 ug/mL of acetophenone,
enzoylformic acid, 0.25 pg/mL of USP Benzaldehyde RS, and 5 pg/mL of USP Benzoic Acid RS.

n: 1 mg/mL of USP Mandelic Acid RS in Mobile phase prepared from Standard stock solution C

.1 mg/mL of Mandelic Acid in Mobile phase

> system
graphy (621), System Suitability.)

40 nm

m x 25-cm; 5-um packing L1
rature: Ambient

nL/min

1e: 20 uL

y
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Relative
Retention
Component Time
Tic acid 0.9
cid 1.0
id 3.2
de 3.6
one 4.8

lirements

ILT 3.0, between the benzoylformic acid peak and the mandelic acid peak and between the benzoic acid peak and the
rde peak

dard deviation: NMT 1% for the mandelic acid peak

2 NMT 2.0 for each peak

dard solution and Sample solution
» percentage of mandelic acid (CBH803) in the portion of Mandelic Acid taken:

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

aak response of mandelic acid from the Standard solution

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

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

ria: 98.0%-102.0% on the anhydrous basis

(281): NMT 0.1%

amic Acip, BENzALDEHYDE, BENZoIC AcID, AND ACETOPHENONE

olution A, Standard stock solution B, Chromatographic system, and System suitability: Proceed as directed in the Assay.
n: Transfer 5.0 mL of Standard stock solution B to a 100-mL volumetric flask, dilute with Mobile phase to volume, and mix.
olution contains 0.2 pg/mL of acetophenone, 0.5 pg/mL of benzoylformic acid, 0.25 ug/mL of USP Benzaldehyde RS, and 5
Benzoic Acid RS.

: 2.5 mg/mL of Mandelic Acid in Mobile phase

dJard solution and Sample solution
» percentage of each related compound (benzoylformic acid, benzaldehyde, benzoic acid, or acetophenone) in the portion of
\cid taken:

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

2ak response of the relevant related compound (benzoylformic acid, benzaldehyde, benzoic acid, or acetophenone) from the
ample solution

2ak response of the relevant related compound (benzoylformic acid, benzaldehyde, benzoic acid, or acetophenone) from the
tandard solution

»ncentration of the relevant related compound (benzoylformic acid, USP Benzaldehyde RS, USP Benzoic Acid RS, or
cetophenone) in the Standard solution (mg/mL)
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