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iferol

CH,
396.65

5,7,10 (19),22-tetraen-3-ol, (3B,5Z,7E,22E)-;

SRN®: 50-14-6.

tains NLT 97.0% and NMT 103.0% of ergocalciferol (CH,,0).

IoenTiFicarion Tests (197), Infrared Spectroscopy: 197K, (usp 1-Mav-2020)
e:2-12 ym
ria: Meets the requirements in the chapter

IoenTiFication Tests (197), Ultraviolet-Visible Spectroscopy: 197U, (usp 1-Mav-2020)

angth: 265 nm
10 pg/mL in alcohol
ria: 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

g
IROMATOGRAPHY

1dard solutions and the Sample solution, follow these procedures: use low-actinic glassware, dissolve the samples without
1e solutions immediately.]

1L of squalane in chloroform

n A: 50 mg/mL of USP Ergocalciferol RS in Diluent

n B: 100 pg/mL of USP Ergosterol RS in Diluent

: 50 mg/mL of Ergocalciferol in Diluent

> system

graphy (621), Thin-Layer Chromatography.)

.5-mm layer of chromatographic silica gel mixture
lume: 10 pL

vent system: Cyclohexane and ether (1:1)

20 mg/mL of acetyl chloride in antimony trichloride TS
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wia: The Sample solution shows a yellowish-orange area (ergocalciferol) having the same R value as the area of Standard

may show a violet area below the ergocalciferol area. The color of the violet area is not more intense than that of the violet

dard solution B. 5 (ysp 1-May-2020)

1020)

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

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

ion, 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
1 daily.]

olution: 0.6 mg/mL of USP Ergocalciferol RS in toluene

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

: 120 pg/mL of Ergocalciferol in Mobile phase, prepared from Sample stock solution
> system
aphy (621), System Suitability.)

54 nm
m x 25-cm; packing L3

» mL/ming (usp 1-May-2020)

1e: 5-10 pL

y

N suitability solution

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

LT 1.0 between trans-cholecalciferol and precholecalciferol

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

dard solution and Sample solution

: percentage of ergocalciferol (028H44O) in the portion of Ergocalciferol taken:

Result = (r /r)) x (C/C ) x 100
aak response from the Sample solution
2ak response from the Standard solution

»ncentration of USP Ergocalciferol RS in the Standard solution (ug/mL)

»ncentration of Ergocalciferol in the Sample solution (ug/mL)

ria: 97.0%-103.0%

ES
n: 0.2 pg/mL of hydroquinone in dehydrated alcohol

: 10 mg/mL of Ergocalciferol in dehydrated alcohol
«d alcohol

dard solution, Sample solution, and Blank
ich of Standard solution, Sample solution, and Blank, add 0.5 mL of 5 mg/mL blue tetrazolium in methanol. Then add 0.5 mL
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