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2 Sodium Capsules

Capsules contain NLT 90.0% and NMT 110.0% of the labeled amount of docusate sodium (CZOH37NaO7S)A

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

.cetonitrile and 0.01 M tetrabutylammonium dihydrogen phosphate (66:34)
trile and water (50:50)
in: 0.1 mg/mL of USP Docusate Sodium RS in Diluent. Filter the solution, discarding the first 6 mL of the filtrate.

dlution: Transfer a number of Capsules, equivalent to 250 mg of docusate sodium, to a 250-mL volumetric flask, and add 50
{eat the mixture with occasional swirling until the Capsule shells have ruptured and dissolved. [Note—Take special care to

| of the Capsules have ruptured.] Remove from heat, and add 50 mL of acetonitrile. Allow this solution to cool to room

ind dilute with Diluent to volume.

1: Transfer 5.0 mL of the Sample stock solution to a 50-mL volumetric flask, dilute with Diluent to volume, and filter, discarding
of filtrate.
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raphy (621), System Suitability.)

214 nm

am x 15-cm; packing L1 that has been highly deactivated (carbon loading of 30%)
mL/min

me: 25 pL

ity

lard solution

uirements

r: NMT 2.0

siency: NLT 1000 theoretical plates

1dard deviation: NMT 2%

1dard solution and Sample solution

e percentage of the labeled amount of docusate sodium (C NaO7S) in the portion of Capsules taken:

20H37
Result = (r /rg) x (C/C) x 100

ieak response from the Sample solution

ieak response from the Standard solution
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'ESTS

500 mL
rpm

1 Capsule in each vessel, and allow the Capsule to sink to the bottom of the vessel before starting rotation of the blade.
apsules, and record the time taken for each Capsule shell to rupture.

requirements are met if all of the Capsules tested rupture in NMT 15 min. If 1 or 2 Capsules rupture in more than 15 min but
epeat the test on 12 additional Capsules. NMT 2 of the total of 18 Capsules tested rupture in more than 15 min but NMT 30

ace Units (905): Meet the requirements for Content Uniformity for solid-filled capsules and meet the requirements for Weight
ion-filled capsules

JUIREMENTS
JRAGE: Preserve in tight containers, and store at controlled room temperature.

TANDARDS (11)
nRS

Please check for your question in the FAQs before contacting USP.

lopic/Question Contact Expert Committee

IUM CAPSULES Documentary Standards Support SM32020 Small Molecules 3

tabase Information: Chromatographic Database

wred In:
Volume No. Information currently unavailable
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