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rtisone Sodium Succinate

484.51
dione, 21-(3-carboxy-1-oxopropoxy)-11,17-dihydroxy-, monosodium salt, (11p)-;
m succinate) CAS RN®: 125-04-2; UNII: 50LQB69S1Z.

odium Succinate contains NLT 97.0% and NMT 102.0% of total steroids, calculated as hydrocortisone sodium succinate
n the dried basis.

'PTION
'r 100 mg of Hydrocortisone Sodium Succinate to a suitable container, and dissolve in 10 mL of water. In rapid succession,
N hydrochloric acid, shake briefly, immediately decant the aqueous layer, and wash the precipitate with two additional 10-mL

iter, each time removing the water by decanting. Remove as much of the water as possible, spread the precipitate in a

iiner, and dry under vacuum at 60° for 3 h.

eria: The IR spectrum of a mineral oil dispersion of the precipitate so obtained exhibits maxima only at the same wavelengths
similar preparation of USP Hydrocortisone Hemisuccinate RS.

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

12 20 pg/mL in methanol

length: 242 nm

eria: Absorptivities, calculated on the dried basis, do not differ by more than 3.0%.
oounds impart an intense yellow color to a nonluminous flame.

s(351)
1 solution: 5 mg/mL of blue tetrazolium in alcohol
nonium hydroxide solution: Tetramethylammonium hydroxide TS in alcohol (1 in 10)

n: 12.5 pg/mL of USP Hydrocortisone Hemisuccinate RS in alcohol
12 12.5 pg/mL of Hydrocortisone Sodium Succinate in alcohol

Alcohol
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e percentage of total steroids, as hydrocortisone sodium succinate (C NaOB), in the portion of Hydrocortisone Sodium

25H33
' taken:

Result = (AU/AS) X (CS/CU) x (M”/Mrz) x 100
absorbance of the Sample solution
absorbance of the Standard solution

concentration of USP Hydrocortisone Hemisuccinate RS in the Standard solution (ug/mL)

concentration of Hydrocortisone Sodium Succinate in the Sample solution (ug/mL)
molecular weight of hydrocortisone sodium succinate, 484.51

molecular weight of hydrocortisone hemisuccinate, 462.53

eria: 97.0%—102.0% on the dried basis

ve the Sample, with gentle heating, in 75 mL of glacial acetic acid. Add 20 mL of dioxane, then add crystal violet TS, and titrate

chloric acid VS. Each mL of 0.1 N perchloric acid is equivalent to 2.299 mg of sodium (Na).
eria: 4.60%-4.84% on the dried basis
(781S), Procedures, Specific Rotation

12 10 mg/mL in alcohol
eria: +140° to +150°
31)

105° for 3 h.

eria: NMT 2.0%

JUIREMENTS
JRAGE: Preserve in tight, light-resistant containers.

TANDARDS (11)
demisuccinate RS

Please check for your question in the FAQs before contacting USP.

fopic/Question Contact Expert Committee
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