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ablets contain NLT 90.0% and NMT 110.0% of the labeled amount of hydrocortisone (C 05).

21H30

ra number of Tablets, equivalent to 50 mg of hydrocortisone, and digest with 15 mL of solvent hexane for 15 min. Decant the
e as completely as possible, and extract the residue first with 10 mL of solvent hexane, then with 10 mL of peroxide-free ether
ianner as before, and discard the extracts. Digest the final residue with 25 mL of dehydrated alcohol for 15 min with frequent
', and evaporate the alcohol extract on a steam bath to dryness. Use the residue.

eria: Meet the requirements

iutyl chloride, water-saturated butyl chloride, tetrahydrofuran, methanol, and glacial acetic acid (95:95:14:7:6)

d solution: 0.06 mg/mL of USP Prednisone RS in water-saturated chloroform

n: 0.1 mg/mL of USP Hydrocortisone RS in Internal standard solution

12 Nominally 0.1 mg/mL of hydrocortisone from NLT 10 finely powdered Tablets, prepared as follows. Transfer a portion of the
alent to 5 mg of hydrocortisone, to a suitable container, and add 50.0 mL of the Internal standard solution. Shake vigorously

d centrifuge a portion. Use the clear supernatant.
ic system
raphy (621), System Suitability.)

254 nm

im x 30-cm; packing L3

mL/min

me: 10 pL

ity

lard solution

uirements

NLT 3.0 between hydrocortisone and prednisone

1dard deviation: NMT 2.0% for four replicate injections

1dard solution and Sample solution

e percentage of the labeled amount of hydrocortisone (C 05) in the portion of Tablets taken:

21 H30
Result = (R /R x (C/C,) x 100

ieak response ratio of hydrocortisone to the internal standard from the Sample solution

Al raanAnen ratin Af hudranarticAana A tha intarnal atandard fram tha Ctandard anlitinn
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'ESTS

900 mL
rpm

»n: USP Hydrocortisone RS at a known concentration in Medium

12 Pass a portion of the solution under test through a suitable filter. Dilute with Medium if necessary.
nditions

/isible Spectroscopy (857).)
relength: Maximum absorbance at about 248 nm

1dard solution and Sample solution
he amount of hydrocortisone (C,,H, O,) dissolved.

"70% (Q) of the labeled amount of hydrocortisone (C 0,) is dissolved.

21H30

ace Units (905): AMeet the requirements 4 (cN 1-Aug-2023)

antent uniformity

Internal standard solution, Standard solution, Chromatographic system, and System suitability: Proceed as directed in the

on: Nominally 0.1 mg/mL of hydrocortisone, prepared as follows. Transfer 1 Tablet to a suitable container, and add 0.3 mL of

ly onto the Tablet. Allow the Tablet to stand for about 5 min. Shake the container to break up the Tablet, and sonicate briefly to
plete disintegration. Add a few small glass beads and 50.0 mL of the Internal standard solution to the container. Shake the

r about 30 min. Dilute an accurately measured volume of the clear supernatant with a known, accurately measured volume of
standard solution to obtain the desired concentration. Shake the contents of the container to mix.

andard solution and Sample solution

the percentage of the labeled amount of hydrocortisone (C 05) in the Tablet taken:

21H30
Result = (R /R)) x (C/C) x 100
peak response ratio of hydrocortisone to the internal standard from the Sample solution

peak response ratio of hydrocortisone to the internal standard from the Standard solution

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

nominal concentration of hydrocortisone in the Sample solution (mg/mL)

2023)

JUIREMENTS
JRAGE: Preserve in well-closed containers.

TANDARDS (11)
38

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