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rtisone Sodium Succinate for Injection

adium Succinate for Injection is a sterile mixture of Hydrocortisone Sodium Succinate and suitable buffers. It may be
dydrocortisone Sodium Succinate, or from Hydrocortisone Hemisuccinate with the aid of Sodium Hydroxide or Sodium

ntains the equivalent of NLT 90.0% and NMT 110.0% of the labeled amount of hydrocortisone (Cz1H3005) in single-

ontainers, or in the volume of solution designated on the label of containers that are constructed to hold, in separate
the Hydrocortisone Sodium Succinate for Injection and a solvent.

'PTION

ir a quantity of Hydrocortisone Sodium Succinate for Injection, equivalent to 100 mg of hydrocortisone sodium succinate, to a
iner, and dissolve in 10 mL of water. In rapid succession, add 1 mL of 3 N hydrochloric acid, shake briefly, immediately decant
ayer, and wash the precipitate with two additional 10-mL portions of water, each time removing the water by decanting.

Jch of the water as possible, spread the precipitate in a suitable container, 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
milar preparation of USP Hydrocortisone Hemisuccinate RS.

utyl chloride, water-saturated butyl chloride, tetrahydrofuran, methanol, and glacial acetic acid (95:95:14:7:6)
d solution: 3 mg/mL of USP Fluorometholone RS in tetrahydrofuran

acetic acid in chloroform (3 in 100)
mg/mL of USP Hydrocortisone RS in Diluent
n: 0.65 mg/mL of USP Hydrocortisone Hemisuccinate RS, prepared as follows. Transfer 32.5 mg of USP Hydrocortisone
e RS to a 50-mL volumetric flask. Add by pipet 5.0 mL of Internal standard solution and 5.0 mL of Solution A. Dilute with Diluent

11 Mix the constituted solutions prepared from the contents of 10 vials of Hydrocortisone Sodium Succinate for Injection.
Jme, equivalent to 50 mg of hydrocortisone from the resulting constituted solution, to a suitable flask containing 10.0 mL of
ard solution, and dilute with Diluent to 100.0 mL. Shake thoroughly for 5 min, then allow the phases to separate, discarding the
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e percentage of the labeled amount of hydrocortisone (C 05) in the portion of Hydrocortisone Sodium Succinate for

21 H30
-aken:

Result = (R /R) x (C/C ) x (M_/M_) x 100

ratio of the summation of the peak areas of hydrocortisone hemisuccinate and hydrocortisone 17-hemisuccinate to the peak
area of the internal standard from the Sample solution

ratio of the summation of the peak areas of hydrocortisone hemisuccinate and hydrocortisone 17-hemisuccinate to the peak
area of the internal standard from the Standard solution

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

nominal concentration of the Sample solution (mg/mL)

molecular weight of hydrocortisone, 362.46

molecular weight of hydrocortisone hemisuccinate, 462.53

entage add the percentage of free hydrocortisone found in the test for Free Hydrocortisone.
eria: 90.0%-110.0%

ENTS

NE

the chromatograms obtained in the Assay, measure the areas of the peaks from the internal standard and free
e.

percentage of free hydrocortisone (C 05) in the portion of Hydrocortisone Sodium Succinate for Injection taken:

2Ms0
Result = (R /Ry x (C/C,) x 100
ik area ratio of the free hydrocortisone to the internal standard from the Sample solution

ik area ratio of the free hydrocortisone to the internal standard from the Standard solution

1centration of USP Hydrocortisone RS in the Standard solution (mg/mL)

ninal concentration of the Sample solution (mg/mL)

eria: NMT 6.7% of the labeled amount of hydrocortisone

"ESTS
Ace Units (905): Meets the requirements

11 A solution containing the equivalent of 50 mg/mL of hydrocortisone

eria: 7.0-8.0

31)

05° for 3 h.

eria: NMT 2.0%

uns Test (85): Contains NMT 1.25 USP Endotoxin Units/mg of hydrocortisone
er IN INJECTIONS (788): Meets the requirements for small-volume injections
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