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1asone Acetate

A

434.50
,20-dione, 9-fluoro-11,17-dihydroxy-16-methyl-21-(acetyloxy)-, (118,168)-;
-trihydroxy-16p-methylpregna-1,4-diene-3,20-dione 21-acetate CAS RN®: 987-24-6; UNII: TIO5A053L7.

setate contains NLT 97.0% and NMT 103.0% of betamethasone acetate (024H31F06), calculated on the anhydrous basis.

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

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

ter

Jnitrile

e Table 1.

Table 1
Time Solution A Solution B
(min) (%) (%)
0.0 61 39

10.0 61 39
12.0 50 50
17.0 50 50
171 61 39
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n: 200 pg/mL of USP Betamethasone Acetate RS in Diluent. Sonicate to dissolve, if necessary.

1200 pg/mL of Betamethasone Acetate in Diluent. Sonicate to dissolve, if necessary.
> system
graphy (621), System Suitability.)

40 nm

m x 15-cm; 3.5-ym packing L1

amperature: 4°

nL/min

1e: 15 pL

y

am suitability solution and Standard solution

le 2 for relative retention times.]

lirements

ILT 3.0 between betamethasone acetate and dexamethasone acetate; NLT 1.2 between betamethasone acetate related
C and betamethasone acetate related compound D, System suitability solution
'* NMT 1.5, Standard solution

dard deviation: NMT 0.73%, Standard solution

dard solution and Sample solution

: percentage of betamethasone acetate (CZ4H31FO6) in the portion of Betamethasone Acetate taken:

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

»ncentration of USP Betamethasone Acetate RS in the Standard solution (ug/mL)

»ncentration of Betamethasone Acetate in the Sample solution (ug/mL)

©-2023)
ria: 97.0%-103.0% on the anhydrous basis

(281): NMT 0.2%, a platinum crucible being used
g

IES (466) 4 (USP 1-Dec-2023)

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

n: 0.2 pg/mL each of USP Betamethasone Acetate RS, USP Betamethasone RS, and USP Betamethasone Acetate Related
'S, and 0.3 pg/mL each of USP Betamethasone Acetate Related Compound C RS and USP Dexamethasone Acetate RS in

te to dissolve, if necessary.

on: 0.1 pg/mL of USP Betamethasone Acetate RS in Diluent. Sonicate to dissolve, if necessary.
y

>m suitability solution, Standard solution, and Sensitivity solution

le 2 for relative retention times.]

lirements

LT 3.0 between betamethasone acetate and dexamethasone acetate; NLT 1.2 between betamethasone acetate related
C and betamethasone acetate related compound D, System suitability solution

dard deviation: NMT 5.0% for all standard peaks, Standard solution

ise ratio: NLT 10, Sensitivity solution
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