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ciferol Capsules

ipsules contain a solution of Cholecalciferol in an edible oil or other suitable vehicle. Cholecalciferol Capsules contain NLT

“110.0% of the labeled amount of vitamin D as cholecalciferol (CZ7H440).

1 time of the major peak of cholecalciferol of the Sample solution corresponds to that of Standard solution A, as obtained in

tinic glassware throughout this procedure.]

-Hexane and isopropyl alcohol (99:1)

ity solution: 250 mg of USP Vitamin D Assay System Suitability RS in 10 mL of n-hexane. Heat this solution under reflux, at
d cool. [Note—This solution contains cholecalciferol, precholecalciferol, and trans-cholecalciferol.]

solution: 50 ug/mL of USP Cholecalciferol RS in n-hexane. [Note—Prepare solution fresh daily.]
i A: 5 pg/mL of USP Cholecalciferol RS in n-hexane from the Standard stock solution
n B: Transfer a 5-mL volume of the Standard stock solution to a container having a polytef-lined screw cap. Displace the air

and heat at 60° for 1 h under a nitrogen atmosphere, and cool. Quantitatively transfer the solution to a 50-mL volumetric flask,
1 n-hexane to volume.

12 Weigh NLT 30 Capsules in a tared weighing bottle. With a sharp blade or by other appropriate means, carefully open the
wout loss of the shell material, and transfer as much as possible of the combined Capsule contents to a suitable container.
dhering substance from the emptied Capsules and shell remains by washing with several small portions of n-hexane. Discard
and allow the empty Capsules and shell remains to dry in a current of dry air until the odor of n-hexane is no longer

'eigh the empty Capsules and shell remains in the original tared weighing bottle, and calculate the average net weight per
ference. Dissolve a portion of the combined Capsule contents in n-hexane to prepare a cholecalciferol solution with a
antration of 5 pg/mL.

ic system

raphy (621), System Suitability.)

265 nm
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'm suitability solution
itive retention times for precholecalciferol, trans-cholecalciferol, and cholecalciferol are 0.5, 0.6, and 1.0, respectively.]
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oncentration of USP Cholecalciferol RS in Standard solution A (ug/mL)

eak area of cholecalciferol from Standard solution A

ferol response factor
e concentration of cholecalciferol (C'S), in ug/mL, in Standard solution B:

C‘s = Fc xr 's
‘holecalciferol response factor, as previously determined
eak area of cholecalciferol from Standard solution B
e concentration of precholecalciferol (C'pre), in ug/mL, in Standard solution B:
Clpre = CS - C'S

soncentration of USP Cholecalciferol RS in Standard solution A (ug/mL)

soncentration of cholecalciferol in Standard solution B (ug/mL)
e Precholecalciferol response factor (Fpre):

F =C Jr
pre pre’ 'p

concentration of precholecalciferol in Standard solution B (ug/mL)

peak response of precholecalciferol from Standard solution B

tent

e percentage of the labeled amount of vitamin D as cholecalciferol (C, H,,

Result ={[(F,xr,) +(F,,xr )I/C }x 100
Cholecalciferol response factor, as previously determined
peak area of cholecalciferol from the Sample solution
Precholecalciferol response factor, as previously determined

peak area of precholecalciferol from the Sample solution

nominal concentration of cholecalciferol in the Sample solution (ug/mL)

eria: 90.0%-110.0%

"ESTS
1)

0) in the portion of Capsules taken:

0.05 M acetate buffer, prepared by mixing 2.99 g of sodium acetate and 1.66 mL of glacial acetic acid with water to obtain a

tion having a pH of 4.5 + 0.05
: Buffer solution

eria: Meet the requirements
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