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:eroid alcohol containing NLT 95.0% and NMT 102.0% of cholest-5-en-3B-ol (C 0), calculated on the dried basis. It may

2Has
» antioxidants.

IoenTiFicaTion Tests (197), Infrared Spectroscopy: 197A or 197K

‘equirements of the test for Melting Range or Temperature (741).

n: 1.0 mg/mL of USP Cholesterol RS and 1.0 mg/mL of pregnenolone isobutyrate (internal standard) in heptane
12 1.0 mg/mL of Cholesterol and 1.0 mg/mL of pregnenolone isobutyrate (internal standard) in heptane
ic system

e ionization
mm x 30-m capillary bonded with a 0.25-pum layer of phase G2

‘t: 285°

o

)

0°

elium

mL/min

me: 1.0 L

: Split ratio, 25:1

itter liner (4 mm x 6.3 x 78.5) with deactivated glass wool
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1dard solution and Sample solution
e percentage of cholesterol in the portion of sample taken:

Result = (R /R.) x (C/C,) x 100

ieak response ratio of cholesterol to the internal standard (peak response of cholesterol/peak response of the internal
standard) from the Sample solution

ieak response ratio of cholesterol to the internal standard (peak response of cholesterol/peak response of the internal
standard) from the Standard solution

:oncentration of USP Cholesterol RS in the Standard solution (mg/mL)

:oncentration of Cholesterol in the Sample solution (mg/mL)

eria: 95.0%—102.0% on the dried basis

1(281): NMT 0.1%

‘TEROLS AND OTHER ORGANIC IMPURITIES

d solution: 0.02 mg/mL of pregnenolone isobutyrate (internal standard) in heptane

ity solution: 0.02 mg/mL of USP Cholesterol RS, 0.04 mg/mL of desmosterol, and 0.02 mg/mL of lathosterol in Internal
ion

12 2.0 mg/mL of Cholesterol in Internal standard solution

ic system: Proceed as directed in the Assay.

ity

'm suitability solution

“able 1 for the relative retention times.]

Table 1
Relative
Retention
Name Time
one isobutyrate (internal standard) 1.00
ol 1.23
rol (cholesta-5,24-dien-3B-ol) 1.31
)l (5a-cholest-7-en-3B-ol) 1.34

uirements
NLT 2.0 between desmosterol and lathosterol
1dard deviation: NMT 5.0% for peak response ratio of desmosterol to the internal standard

‘em suitability solution and Sample solution
related sterols may be observed (see Table 2).

Table 2

Relative
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