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> Sodium Syrup

Syrup contains NLT 90.0% and NMT 110.0% of the labeled amount of docusate sodium (CZOH37NaO7S).

ROMATOGRAPHY

n: 2 mg/mL of USP Docusate Sodium RS in isopropyl alcohol

1 Dilute a volume of Syrup, equivalent to about 10 mg of docusate sodium, with isopropyl alcohol to obtain a preparation
out 2 mg/mL, and mix. Use the upper layer of this preparation.

ic system

raphy (621), Thin-Layer Chromatography.)

25-mm layer of chromatographic silica gel mixture
lume: 50 pL. [Note—Apply with the aid of a stream of nitrogen.]
lvent system: Ethyl acetate, alcohol, water, and ammonium hydroxide (25:10:20:1). [Note—This is a two-phase system.]

1dard solution and Sample solution

rots to dry, and develop the chromatogram in the Developing solvent system, until the solvent front has moved three-fourths of
1 of the plate. Remove the plate from the developing chamber, mark the solvent front, and allow the solvent to evaporate.

e plate to iodine vapors in a closed chamber for about 30 min, and locate the spots.

eria: The Sample solution produces a spot at the same R_value and of approximately the same size as that obtained from the

‘ion.

solution: 1.0 mg/mL of USP Docusate Sodium RS, first dissolved in alcohol using about 2.5% of the final volume, and then

ater to volume. This solution contains 1 mg/mL of USP Docusate Sodium RS.

n: 10 yg/mL in water from the Standard stock solution

12 Transfer an accurately measured volume of Syrup, equivalent to about 100 mg of docusate sodium, to a 1000-mL

sk, allowing the pipet to drain for 15 min. Dilute with water to volume, and mix. Transfer 10.0 mL of the solution to a 100-mL
sk, dilute with water to volume, and mix.

nditions

/isible Spectroscopy (857).)

relength: 650 nm

1dard solution and Sample solution
0 mL each of the Standard solution and the Sample solution to two individual separators. Place 20 mL of water in a third

(Rlanl ealitinn) TA aarh canaratar add B dAranc Af hudrachlaric anid miv hu ewirlina add 1 N ml Af mathulana hliia ealitinn


https://store.usp.org/product/1224802
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://store.usp.org/product/1224802
https://store.usp.org/product/1224802
https://online.uspnf.com/uspnf/current-document/1_GUID-4C5C1937-524A-4BED-95E7-384EDE3745E0_4_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4C5C1937-524A-4BED-95E7-384EDE3745E0_4_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4C5C1937-524A-4BED-95E7-384EDE3745E0_4_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4C5C1937-524A-4BED-95E7-384EDE3745E0_4_en-US

https://trungtamthuoc.com/

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

20H37
Result = (A /A) x (C/C ) x 100

bsorbance of the Sample solution

bsorbance of the Standard solution

:oncentration of USP Docusate Sodium RS in the Standard solution (ug/mL)

iominal concentration of docusate sodium in the Sample solution (ug/mL)

eria: 90.0%-110.0%

5

JUIREMENTS
JRAGE: Preserve in tight, light-resistant containers.

TANDARDS (11)
nRS

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

fopic/Question Contact Expert Committee

IUM SYRUP Documentary Standards Support SM32020 Small Molecules 3

tabase Information: Chromatographic Database

wred In:
Volume No. Information currently unavailable
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