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rtisone Acetate Tablets

setate Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of fludrocortisone acetate (Cst31 FOB).

g
iROMATOGRAPHY
n: 100 pg/mL of USP Fludrocortisone Acetate RS in acetone

: Nominally 0.1 mg/mL of fludrocortisone acetate from Tablets prepared as follows. Transfer a portion of powdered Tablets,
mg of fludrocortisone acetate, to a glass stoppered centrifuge tube, add 10 mL of acetone, and shake by mechanical means
rifuge the mixture. Use the clear solution.

> system

graphy (621).)

5-mm layer of chromatographic silica gel mixture

lumes

ution: 20 pL

ion: 20 pL, in 5-pL increments

vent system: Chloroform, methanol, and water (85:14:1)

dard solution and Sample solution

mples in a line parallel to and about 2.5 cm from the bottom of the plate. Develop the plate in a chamber using the Developing
stem until the solvent front has moved about 15 cm. Remove the plate, air-dry, and examine under short-wavelength UV light.
wia: The R_value of the principal spot of the Sample solution corresponds to that of the Standard solution. 4,5 usp41)

n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 45

strum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 405

he following procedures protect the solutions containing samples or Reference Standards from light.

setonitrile, water, and phosphoric acid (40: 60: 0.1)
olution: 0.2 mg/mL of USP Fludrocortisone Acetate RS in acetonitrile

n: 4 pg/mL of USP Fludrocortisone Acetate RS from Standard stock solution in Mobile phase

 Nominally 4 pg/mL of fludrocortisone acetate from Tablets prepared as follows. Transfer NLT 10 Tablets to a suitable

k, and add 80% of the final flask volume of Mobile phase. Stir for 20 min, and dilute with Mobile phase to volume. Pass the
on through a suitable filter, discarding the first 5 mL of the filtrate.

3 system
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ard solution

lirements

* NMT 1.7 for fludrocortisone acetate

dard deviation: NMT 1.0% for fludrocortisone acetate

dard solution and Sample solution

: percentage of the labeled amount of fludrocortisone acetate (Cst31Foe) in the portion of Tablets taken:

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

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

>minal concentration of fludrocortisone acetate in the Sample solution (ug/mL) a2s (Usp41)
wia: 90.0%-110.0%

ESTS

ollowing procedures protect the solutions containing samples or Reference Standards from light. 525 (usp41)

A hydrochloric acid TS; 525 (usp47) 500 mL

rpm

setonitrile and water (45:55)
olution: 0.025 mg/mL of USP Fludrocortisone Acetate RS prepared as follows. Transfer an appropriate amount of USP

e Acetate RS to a suitable volumetric flask. Add 5% of the flask volume of acetonitrile, sonicate for 5 min to promote
d dilute with Medium to volume.

n: 4(L/500) mg/mL of USP Fludrocortisone Acetate RS from Standard stock solution in Medium, where L is the label claim in
(USP41)

. Withdraw a portion of the solution under test with glass syringes, and pass through a membrane filter that has been
sorptive loss.

> system

aphy (621), System Suitability.)

254 nm 425 (UsP41)
m x 15-cm; A5-pm 4 o5 (Usp47) Packing L1

_/min

1e: 100 pL
y

ard solution
lirements

1)
= NMT 2.0
dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of fludrocortisone acetate (Cst31Foe) dissolved:

AResult = (r /r) x C;x Vx (1/L) x 100
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