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ednisolone Sodium Succinate for Injection

from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-

one-na-succinate-for-inj-20220527.

e Sodium Succinate for Injection is a sterile mixture of Methylprednisolone Sodium Succinate with suitable buffers. It may be
fethylprednisolone Sodium Succinate or from Methylprednisolone Hemisuccinate with the aid of Sodium Hydroxide,

onate, 5 (RB 5-May-2022) Of Sodium Carbonate. It contains the equivalent of NLT 90.0% and NMT 110.0% of the labeled amount

solone (szHsoos) in the volume of constituted solution designated on the label.

>TION

lly 100 mg of methylprednisolone sodium succinate from Methylprednisolone Sodium Succinate for Injection

ar the Sample to a separator, dissolve in 10 mL of water, add 1 mL of 3 N hydrochloric acid, and extract immediately with 50
rm. Filter the chloroform extract through cotton, evaporate on a steam bath to dryness, and dry under vacuum at 60° for 3 h.
rria: The IR absorption spectrum of a mineral oil dispersion of the residue so obtained exhibits maxima only at the same

s those of a similar preparation of USP Methylprednisolone Hemisuccinate RS.

rm and glacial acetic acid (97:3)
Jtyl chloride, water-saturated butyl chloride, tetrahydrofuran, methanol, and glacial acetic acid (95:95:14:7:6)
olution: 0.30 mg/mL of USP Methylprednisolone RS in Diluent

I solution: 3 mg/mL of USP Fluorometholone RS in tetrahydrofuran

n: 0.65 mg/mL of USP Methylprednisolone Hemisuccinate RS prepared as follows. Transfer an appropriate amount of USP
»lone Hemisuccinate RS to a suitable volumetric flask. Pipet 10% of the flask volume of the Internal standard solution and

k volume of the Standard stock solution. Dilute with Diluent to volume.

. Transfer a suitable quantity of constituted solutions (mix the constituted solutions prepared from the contents of 10 vials of
>lone Sodium Succinate for Injection) equivalent to 50 mg of methylprednisolone to a suitable flask containing 10.0 mL of
ndard solution, and dilute with Diluent to 100.0 mL. Shake thoroughly for 5 min, then allow the phases to separate, discarding
e.

> system

aphy (621), System Suitability.)

54 nm

m x 30-cm; packing L3

_/min

1e: 6 L

f elution of peaks in the Standard solution is as follows. Internal standard peak, methylprednisolone hemisuccinate peak, and
r peaks of free methylprednisolone and methylprednisolone 17-hemisuccinate.]

dard solution and Sample solution

: percentage of the labeled amount of methylprednisolone (szHsoos) in the portion of constituted Methylprednisolone

icrinate far Iniectinn taken:
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:oncentration of USP Methylprednisolone Hemisuccinate RS in the Standard solution (mg/mL)

iominal concentration of methylprednisolone in the Sample solution (mg/mL)

nolecular weight of methylprednisolone, 374.47

nolecular weight of methylprednisolone hemisuccinate, 474.54

lated amount, add the percentage of free methylprednisolone found in the test for Free Methylprednisolone.
wria: 90.0%-110.0%

INTS
SOLONE

dard solution and Sample solution
romatograms obtained in the Assay, measure the areas of the peaks from the internal standard and free methylprednisolone.
: percentage of free methylprednisolone in the portion of Sample solution taken:

Result = (R /R) x (C//C ) x 100
2ak area ratio of the free methylprednisolone to the internal standard from the Sample solution
aak area ratio of the free methylprednisolone to the internal standard from the Standard solution

»ncentration of USP Methylprednisolone RS in the Standard solution (mg/mL)

>minal concentration of methylprednisolone in the Sample solution (mg/mL)

ria: The amount of free methylprednisolone is NMT 6.6% of the labeled amount of methylprednisolone (C22H3005).

ESTS
«6E Units (905): Meets the requirements

: 50 mg/mL of methylprednisolone sodium succinate

ria: 7.0-8.0

[): Meets the requirements

ns Test (85): NMT 0.17 USP Endotoxin Units/mg of methylprednisolone

31).

105° for 3 h.

ria: NMT 2.0%

ioN: At the time of use, it meets the requirements for Injections and Implanted Drug Products (1), Specific Tests, Completeness
ions.

R IN INJEcTIONS (788): Meets the requirements for small-volume injections

st Meets the requirements in Labeling (7), Labels and Labeling for Injectable Products

UIREMENTS
rAGE: Preserve as described in Packaging and Storage Requirements (659), Injection Packaging, Packaging_for Constitution.

ANDARDS (11)

RS

ne RS

ne Hemisuccinate RS

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee
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