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'oHpNO, 317.42

-[[trans-4-(1-methylethyl)cyclohexyl] carbonyl]-;
ropylcyclohexyl)carbonyl-o-phenylalanine CAS RN®: 105816-04-4; UNII: 41X3PWK402.

ns NLT 98.0% and NMT 102.0% of C,,H,NO,, calculated on the dried basis.

pENTIFIcATION Tests (197), Infrared Spectroscopy: 197K
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

f anhydrous dibasic sodium phosphate in water. Adjust with phosphoric acid to a pH of 7.5.

ethanol and Buffer (1:1)
y stock solution: 0.2 mg/mL each of USP Nateglinide Related Compound C RS and oL-phenylalanine in methanol. [Note—

sessary.]

'y solution: Transfer USP Nateglinide RS to a suitable volumetric flask, dissolve first in methanol, using 45% of the final
'stem suitability stock solution equal to 5% of the final volume, and then dilute with Buffer to volume to obtain a solution

ut 1.0 mg/mL of nateglinide and about 0.01 mg/mL each of nateglinide related compound C and oL-phenylalanine.

n: 1.0 mg/mL of nateglinide prepared as follows: transfer USP Nateglinide RS to a suitable volumetric flask, dissolve first in
g 50% of the final volume, and then dilute with Buffer to volume.

. Transfer about 100 mg of Nateglinide to a 100-mL volumetric flask, dissolve in 50 mL of methanol, and dilute with Buffer to

> system

10 nm
x 15-cm; 6-um packing L71 (see Chromatographic Reagents under Reagents, Indicators, and Solutions)

rature: 30°
_/min
20 pL

y
>m suitability solution and Standard solution
lirements
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2ak response from the Sample solution
2ak response from the Standard solution
»ncentration of USP Nateglinide RS in the Standard solution (mg/mL)

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

ria: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

£ ReLaTeD ComPounD A AND OTHER IMPURITIES

f monobasic sodium phosphate in water. Adjust with phosphoric acid to a pH of 2.5.

>etonitrile and Buffer (7:13)

'y stock solution: Dissolve USP Nateglinide Related Compound A RS in acetonitrile to obtain a solution containing about 0.6
r dilute this solution with Mobile phase to obtain a solution containing about 0.12 mg/mL.

y solution: Transfer an amount of USP Nateglinide RS to a suitable volumetric flask, dissolve first in acetonitrile using 10% of
e, then add System suitability stock solution equal to 10% of the final volume, and dilute with Mobile phase to volume to

on containing about 6 mg/mL of nateglinide and about 0.012 mg/mL of nateglinide related compound A.

n: Dissolve USP Nateglinide RS in acetonitrile to obtain a solution having a known concentration of about 0.3 mg/mL. Further
tion with Mobile phase to obtain a solution having a known concentration of about 0.06 mg/mL.

' Transfer 60 mg of Nateglinide to a 10-mL volumetric flask, dissolve in a minimal amount of acetonitrile, and dilute with

5 volume.

> system

aphy (621), System Suitability.)

10 nm

m x 5-cm; 5-um packing L7

rature: 40°

_/min

100 pL

1es the retention time of nateglinide

y

am suitability solution and Standard solution
lirements

LT 2.5 between nateglinide related compound A and nateglinide, System suitability solution
dard deviation: NMT 2.0%, Standard solution

dard solution and Sample solution
» percentage of each impurity in the portion of Nateglinide taken:

Result = (r,/r)) x (C/C,) x (1/F) x 100
aak response of each impurity from the Sample solution
2ak response of nateglinide from the Standard solution
>ncentration of USP Nateglinide RS in the Standard solution (mg/mL)
»ncentration of Nateglinide in the Sample solution (mg/mL)

lative response factor (see Table 1)

ria
Irities: See Table 1.

Table 1
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