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ciferol

384.64
3-5,7,10(19)-trien-3-ol, (3B,5Z,7E)-;
:AS RN®: 67-97-0; UNIl: 1C6V77QF41.

intains NLT 97.0% and NMT 103.0% of cholecalciferol (C 0).

27H44

ge: 2-12 ym
eria: Meets the requirements in the chapter

¢ IoenTiFicaTion Tests (197), Ultraviolet-Visible Spectroscopy: 197U 4 (ysp 1-Mav-2020)

length: 265 nm
12 10 yg/mL in alcohol
eria: Meets the requirements in the chapter. Absorptivities do not differ by more than 3.0%.

>n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 5 (usp

19:
HROMATOGRAPHY

ndard solution and the Sample solution, follow these procedures: use low-actinic glassware, dissolve the samples without
he solutions immediately.]

7L of squalane in chloroform

n: 50 mg/mL of USP Cholecalciferol RS in Diluent

12 50 mg/mL of Cholecalciferol in Diluent

ic system
agraphy (621), Thin-Layer Chromatography.)
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1 the development and subsequent operations in the dark.]

ate in a chamber containing and equilibrated with Developing solvent system. Develop until the solvent front has moved about
ove the line of application. Remove the plate, allow the solvent to evaporate, and spray with Spray reagent.

eria: The Sample solution shows a yellowish-orange area (cholecalciferol) having the same R value as the area of the

ion and may show below the cholecalciferol area a violet area, attributed to 7-dehydrocholesterol. 4 (ysp 1-May-2020)

2020)

-Amyl alcohol in “hexane, solvent, chromatographic, (USP 1-May-2020) (3 in 1000)

ity solution: 250 mg of USP Vitamin D Assay System Suitability RS in 10 mL of a mixture of toluene and Mobile phase (1:1).

tion, under reflux, at 90° for 45 min, and cool. [Note—This solution contains cholecalciferol, precholecalciferol, and trans-

1]

stock solutions, follow these procedures: use low-actinic glassware, dissolve the samples without heating, and prepare the
h daily.]

solution: 0.6 mg/mL of USP Cholecalciferol RS in toluene

n: 120 pg/mL of USP Cholecalciferol RS in Mobile phase, prepared from Standard stock solution
dlution: 0.6 mg/mL of Cholecalciferol in toluene

12 120 pg/mL of Cholecalciferol in Mobile phase, prepared from Sample stock solution

ic system

raphy (621), System Suitability.)

254 nm

im x 25-cm; packing L3

5 mL/ming (usp 1-May-2020)

me: 5-10 pL

ity

'm suitability solution

ative retention times for precholecalciferol, trans-cholecalciferol, and cholecalciferol are 0.4, 0.5, and 1.0, respectively.]
uirements

NLT 1.0 between trans-cholecalciferol and precholecalciferol

1dard deviation: NMT 2.0% for the peak response of cholecalciferol

1dard solution and Sample solution

e percentage of cholecalciferol (C 0) in the portion of Cholecalciferol taken:

27H44
Result = (r /r) x (C/C,) x 100
ieak response from the Sample solution

ieak response from the Standard solution

:oncentration of USP Cholecalciferol RS in the Standard solution (pg/mL)

:oncentration of Cholecalciferol in the Sample solution (ug/mL)

eria: 97.0%-103.0%
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