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376.46
,20-dione, 9-fluoro-11,17-dihydroxy-6-methyl-, (6c,118)-;
nydroxy-6a-methylpregna-1,4-diene-3,20-dione CAS RN®: 426-13-1; UNIl: SVOCSG527L.

sontains NLT 97.0% and NMT 103.0% of fluorometholone (C,,H, FO,), calculated on the dried basis.

tIpenmiFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mar-2020)

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

ix 425 g (538 mL) of methanol and 400 g (400 mL) of water. Adjust with phosphoric acid to a pH of 2.4.

olution: 0.25 mg/mL of USP Fluorometholone RS prepared as follows. Transfer a suitable amount of USP Fluorometholone
2 volumetric flask and dissolve in 2% of the final volume of tetrahydrofuran. Dilute with Mobile phase to volume.

n: 50 pg/mL of USP Fluorometholone RS in Mobile phase from Standard stock solution

lution: 0.25 mg/mL of Fluorometholone prepared as follows. Transfer a suitable amount of Fluorometholone to a suitable
k and dissolve in 2% of the final volume of tetrahydrofuran. Dilute with Mobile phase to volume.

: 50 pg/mL of Fluorometholone in Mobile phase from Sample stock solution

> system

aphy (621), System Suitability.)

40 nm

m x 25-cm; 5-um packing L1

nL/min

1e: 20 L

1.6 times the retention time of fluorometholone
y

ard solution

lirements

' NMT 1.3

dard deviation: NMT 0.73%

dard solution and Sample solution
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sncentration of USP Fluorometholone RS in the Standard solution (ug/mL)

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

ria: 97.0%-103.0% on the dried basis

(281): NMT 0.2%

‘oceed as directed in the Assay.

'y stock solution: 0.5 mg/mL each of USP Fluorometholone RS and USP Fluorometholone Related Compound A RS prepared
nsfer a suitable amount of USP Fluorometholone RS and USP Fluorometholone Related Compound A RS to a suitable

k and dissolve in 4% of the final volume of tetrahydrofuran. Dilute with Mobile phase to volume.

iy solution: 0.005 mg/mL each of USP Fluorometholone RS and USP Fluorometholone Related Compound A RS in Mobile
stem suitability stock solution

olution: 0.5 mg/mL of USP Fluorometholone RS prepared as follows. Transfer a suitable amount of USP Fluorometholone

2 volumetric flask and dissolve in 4% of the final volume of tetrahydrofuran. Dilute with Mobile phase to volume.

n: 0.5 pg/mL of USP Fluorometholone RS in Mobile phase from Standard stock solution

0.5 mg/mL of Fluorometholone prepared as follows. Transfer a suitable amount of Fluorometholone to a suitable
k and dissolve in 4% of the final volume of tetrahydrofuran. Dilute with Mobile phase to volume.

3 system: Proceed as directed in the Assay except for the Run time.

2.1 times the retention time of fluorometholone

y

am suitability solution and Standard solution

lirements

LT 3 between fluorometholone and fluorometholone related compound A, System suitability solution
dard deviation: NMT 5.0%, Standard solution

dJard solution and Sample solution
» percentage of each impurity in the portion of Fluorometholone taken:

Result = (r,/r)) x (C/C ) x 100
aak response of each impurity from the Sample solution

2ak response of fluorometholone from the Standard solution

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

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

ria: See Table 1. Disregard any peaks below 0.02%.

Table 1
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
lone 1.0 -
lone related compound A 1.2 0.5
specified impurities - 0.10
es - 1.0
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