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olic Acid

CHy

392.58
3, 3,12-dihydroxy-, (30,58,120)-;
5p-cholan-24-oic acid CAS RN®: 83-44-3.

contains NLT 97.0% and NMT 103.0% of deoxycholic acid (C 0,), calculated on the anhydrous basis. Deoxycholic Acid

24H40

il or synthetic origin. FDA has not approved the use of animal-derived Deoxycholic Acid as a drug substance.

1 time of the deoxycholic acid peak of the Sample solution corresponds to that of the Standard solution, as obtained in the

ol and water (80:20)
5 formic acid in water
» formic acid in acetonitrile

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0.0 75.0 25.0
2.0 55.0 45.0
14.0 42.0 58.0
24.0 0.0 100.0
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rged aerosol

im x 15-cm; 3-um packing L1

mL/min

me: 25 pL

nin

ity

lard solution

etention time of deoxycholic acid is about 13.0 min.]
uirements

1dard deviation: NMT 3.0% for six injections

1dard solution and Sample solution

e percentage of deoxycholic acid (C 04) in the portion of Deoxycholic Acid taken:

24H40
Result = (r,/rg) x (C/C, ) x P
ieak area of deoxycholic acid from the Sample solution

ieak area of deoxycholic acid from the Standard solution

:oncentration of the USP Deoxycholic Acid RS in the Standard solution

:oncentration of Deoxycholic Acid in the Sample solution
abeled purity of USP Deoxycholic Acid RS (%)

eria: 97.0%-103.0% on the anhydrous basis

1(281)

eria: NMT 0.2%

1d Acceptance criteria are only applicable to Deoxycholic Acid of animal origin. Select reagents having as low a lead content
and store all solutions in high-density polyethylene containers. Rinse all plastic and glassware thoroughly with warm, 50%
ved by water.]

ins: [Note—Prepare these solutions on the day of use.] Transfer 10.0 and 50.0 mL of standard lead solution TS into two

mL volumetric flasks, add 10 mL of 3 N hydrochloric acid to each, and dilute with water to volume. The third standard, 10.0

:n directly from standard lead solution TS.

12 Transfer 10.0 g of Deoxycholic Acid, weighed to the nearest 0.1 mg, into an evaporating dish. Add 5 mL of 25% sulfuric acid
ing 25 mL of sulfuric acid to 75 mL of water), and distribute the 25% sulfuric acid solution uniformly. Within a hood, place the
m bath to evaporate most of the water. Place the dish on a burner, and slowly pre-ash the remaining Sample solution by

t of the sulfuric acid. Place the dish in a muffle furnace that has been set at 525°, and ash the contents of the dish until the
rs free from carbon. Cool, and cautiously wash down the inside of the evaporation dish with water. Add 5 mL of TN

cid. Place the dish on a steam bath, and evaporate to dryness. Add 1.0 mL of 3 N hydrochloric acid and approximately 5 mL
1eat briefly on a steam bath to dissolve any residue. Transfer to a 10-mL volumetric flask, dilute with water to volume, and

repare by ashing 5 mL of 25% sulfuric acid solution. Cool, and cautiously wash down the inside of the evaporation dish with

nL of 1 N hydrochloric acid. Place the dish on a steam bath, and evaporate to dryness. Add 1.0 mL of 3 N hydrochloric acid
ately 5 mL of water, and heat briefly on a steam bath to dissolve any residue. Transfer to a 10-mL volumetric flask, dilute with
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