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ednisolone

A

437448, (Usp 1-Dec-2023)
+20-dione, 11,17,21-trihydroxy-6-methyl, (6, 11B)-

xy-6a-methylpregna-1,4-diene-3,20-dione  CAS RN®: 83-43-2; UNII: X4W7ZR7023.

e contains NLT 97.0% and NMT 103.0% of methylprednisolone (

penTIFicATION TesTs (197), Infrared Spectroscopy: 197K 4or 197A A (USP 1-Dec-2023)

g:

tIoenTiFicaTioN Tests (197), Ultraviolet-Visible Spectroscopy: 4 (usp 1-Dec-2023)

), calculated on the dried basis.

n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 5 sp

123)

stonitrile, tetrahydrofuran, phosphoric acid, and water (10: 1.5:0.1: 90)

Jnitrile, tetrahydrofuran, and phosphoric acid (100: 1.5: 0.1)
e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 83 17
14 83 17
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y solution: 0.6 mg/mL of USP Methylprednisolone System Suitability Mixture RS in Diluent
n: 0.6 mg/mL of USP Methylprednisolone RS in Diluent

: 0.6 mg/mL of Methylprednisolone in Diluent
> system
graphy (621), System Suitability.)

47 nm

m x 15-cm; 3-pm packing L1

rature: 45°

nL/min

1e: 10 uL

y

n suitability solution and Standard solution

tive retention times for methylprednisolone related compound A and methylprednisolone are 0.93 and 1.0, respectively.]
lirements

LT 1.7 between methylprednisolone related compound A and methylprednisolone, System suitability solution
dard deviation: NMT 1.10%, Standard solution

dJard solution and Sample solution

» percentage of methylprednisolone (szHsoos) in the portion of Methylprednisolone taken:

Result = (r,/rg) x (C/C ) x 100
2ak response of methylprednisolone from the Sample solution
aak response of methylprednisolone from the Standard solution

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

>neentration of Methylprednisolone in the Sample solution (Mg/mL) s (Usp 1-Dec-2023)

wia: 97.0%-103.0% on the dried basis

(281): NMT 0.2%

ution B, Mobile phase, Diluent, System suitability solution, Sample solution, and Chromatographic system: Proceed as
Assay.

on: 0.0003 mg/mL of USP Methylprednisolone RS in Diluent

n: 0.006 mg/mL of USP Methylprednisolone RS in Diluent

y

>m suitability solution, Sensitivity solution, and Standard solution

le 2 for the relative retention times. The relative retention times in Table 2 are provided for information that could aid in peak

Table 2
Relative
Retention
Name Time
Inisolone related compound B 0.85
Inisolone related compound H 0.88
Inisolone related compound A 0.93
Inisolone 1.0
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