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ednisolone Acetate Injectable Suspension

e Acetate Injectable Suspension is a sterile suspension of Methylprednisolone Acetate in a suitable aqueous medium. It

.0% and NMT 110.0% of the labeled amount of methylprednisolone acetate (C24H3206)'

penTiFicATioN Tests (197), Infrared Spectroscopy: 197K
lly 100 mg of methylprednisolone acetate from Injectable Suspension

1e Sample through paper. Wash the residue with several 5-mL portions of water, and dry at 105° for 3 h.
ria: Meets the requirements

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

I solution: 6 mg/mL of AUSP Prednisone RS, (IRA 1-Dec-2024) Prepared as follows. Transfer an appropriate amount of Aysp
A (IRA 1-Dec-2024) 10 @ suitable volumetric flask. Add 3% of the flask volume of glacial acetic acid, and sonicate. Dilute with

solume, slowly adding the chloroform. Sonicate, and shake to dissolve.

n: 0.2 mg/mL of USP Methylprednisolone Acetate RS prepared as follows. Transfer an appropriate amount of USP

2lone Acetate RS to a suitable volumetric flask, and add 5% of the flask volume of the Internal standard solution. Dilute with
solume, and shake to dissolve.

: ANominally 0.188 mg/mL of methylprednisolone acetate from Injectable Suspension prepared as follows. . (IRA 1-Dec-2024)
1 Suspension to ensure uniformity before analysis. Transfer a suitable quantity of Injectable Suspension equivalent to 40 mg
lisolone acetate to a 25-mL volumetric flask, add 10.0 mL of the Internal standard solution, dilute with chloroform to volume,

15 min or until the aqueous layer is clear. Transfer 4.0 mL of the chloroform layer to a suitable vial, add 30 mL of chloroform
antity (about 400 mg) of anhydrous sodium sulfate, and shake for 5 min. Use the clear solution.

> system
aphy (621), System Suitability.)

54 nm

x 25-cm; packing L3

_/min

1e: 10 L

y

ard solution

tive retention times for methylprednisolone acetate and prednisone are 1.0 and 1.3, respectively.]
lirements

ILT 2.5 between methylprednisolone acetate and prednisone

dard deviation: NMT 2.0% 4for the peak height ratio of methylprednisolone and prednisone4 (ira 1-Dec-2024)

dard solution and Sample solution

s percentage of the labeled amount of methylprednisolone acetate (C,,H,,0,) in the portion of Injectable Suspension taken:

Dacult = (D /D\v(r In\AL £ ... .  ____.v10n
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ominal concentration of methylprednisolone acetate in the Sample solution (mg/mL)

orrection factor for the Internal standard solution, 0.944 (IRA 1-Dec-2024)
wia: 90.0%-110.0%

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

ar 1 drop to a microscope slide, and spread it evenly, diluting with water, if necessary, to decrease the density of the field.
ide under a microscope equipped with a calibrated ocular micrometer, using 400x magnification. Scan the entire slide, and
f the individual particles.

ria: NLT 99% of the particles are less than 20 pm in length when measured along the longest axis, and NLT 75% of the

ss than 10 pm

s: It meets the requirements in Injections and Implanted Drug Products (1).

UIREMENTS

RrAGE: Preserve in single-dose or multiple-dose containers, preferably of Type | glass. Agtore at controlled room temperature 4

ANDARDS (11)
ne Acetate RS

(IRA 1-Dec-2024)

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

opic/Question Contact Expert Committee
SOLONE ACETATE

Documentary Standards Support SM52020 Small Molecules 5
SPENSION

:abase Information: Chromatographic Database

red In:
volume No. 50(3)
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