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hasone

392.46
,20-dione, 9-fluoro-11,17,21-trihydroxy-16-methyl-, (118,16a)-;
-trihydroxy-16a-methylpregna-1,4-diene-3,20-dione  CAS RN®: 50-02-2; UNII: 7S517G3JQL.

ontains NLT 97.0% and NMT 102.0% of dexamethasone (szHngOS), calculated on the dried basis.

loentiFicarion Tests (197), Infrared Spectroscopy: 197A or 197K, (cN 1-May-2020)

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

/L of monobasic potassium phosphate in water. Adjust with phosphoric acid to a pH of 3.0.

Jnitrile
2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0.0 76 24
10 76 24
15 45 55
16 10 90
16.1 76 24
20.0 76 24

rile and water (56:44)

y solution: 0.3 mg/mL of USP Dexamethasone RS and 20 pg/mL of USP Betamethasone RS in Diluent. Sonicate to dissolve

n: 0.3 ma/mL of USP Dexamethasone RS in Diluent. Sonicate to dissolve as needed.
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rature: 35°

nL/min

1e: 2l

y

am suitability solution and Standard solution

le 2 for the relative retention times.]

lirements

LT 1.5 between betamethasone and dexamethasone, System suitability solution
= NMT 2.0, Standard solution

dard deviation: NMT 0.73%, Standard solution

dard solution and Sample solution

» percentage of dexamethasone (C22H29F05) in the portion of Dexamethasone taken:

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

sncentration of USP Dexamethasone RS in the Standard solution (mg/mL)

»ncentration of Dexamethasone in the Sample solution (mg/mL)

wia: 97.0%-102.0% on the dried basis

£281)

rlatinum crucible.
wria: NMT 0.2%

ion B, Mobile phase, Diluent, System suitability solution, and Chromatographic system: Proceed as directed in the Assay.
n: 4.0 pg/mL of USP Dexamethasone RS, 6.0 pg/mL each of USP Betamethasone RS and USP Desoximetasone RS, and 12.0
Dexamethasone Acetate RS in Diluent

: 4.0 mg/mL of Dexamethasone in Diluent. Sonicate to dissolve as needed.

y

am suitability solution and Standard solution

le 2 for the relative retention times.]

lirements

LT 1.5 between betamethasone and dexamethasone, System suitability solution

dard deviation: NMT 5.0% for betamethasone, dexamethasone, desoximetasone, and dexamethasone acetate, Standard

dard solution and Sample solution
: percentage of betamethasone, desoximetasone, and dexamethasone acetate in the portion of Dexamethasone taken:

Result = (r /r)) x (C/C ) x 100
2ak response of betamethasone, desoximetasone, or dexamethasone acetate from the Sample solution
2ak response of the corresponding USP Reference Standard from the Standard solution
>ncentration of the corresponding USP Reference Standard in the Standard solution (mg/mL)

»ncentration of Dexamethasone in the Sample solution (mg/mL)

» percentage of 16a-methylprednisone, dexamethasone 7,9-diene, and any individual unspecified impurity in the portion of
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