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sulfo-, 1,4-bis(2-ethylhexyl) ester, potassium salt;
'2-ethylhexyl) sulfosuccinate CAS RN®: 7491-09-0; UNII: CIK9F54ZHR.

1m contains NLT 95.0% and NMT 100.5% of docusate potassium (C KO7S), calculated on the dried basis.

20H37

+IpenmiFicaTion Tests (197), Infrared Spectroscopy: 197F 4 (cN 1-Mav-2020)

small piece of Docusate Potassium on a salt plate, add 1 drop of acetone, and promptly cover with another salt plate. Rub
ther to dissolve the specimen, slide the plates apart, and allow the acetone to evaporate.

ria: Meets the requirements

nparts a violet color to a nonluminous flame. Because the presence of small quantities of sodium masks the color, screen
r produced by sodium by viewing through a blue filter that blocks emission at 589 nm (sodium) but is transparent to

N (potassium). [Note—Traditionally, cobalt glass has been used, but other suitable filters are commercially available.]

) g/L of tetra-n-butylammonium iodide in water
ution containing 100 g/L of anhydrous sodium sulfate and 10 g/L of sodium carbonate in water

re the Sample in 50 mL of chloroform in a glass-stoppered, 250-mL conical flask. Add 50 mL of Solution B and 500 pL of

)lue TS. Titrate with Solution A until 1 mL from the endpoint, and shake the stoppered flask vigorously for 2 min. Continue the
op increments, shaking vigorously for 10 s after each addition, and then allow the flask to stand for 10 s. Continue the

1e chloroform layer just assumes a blue color. Each mL of Solution A is equivalent to 3.118 mg of docusate potassium

ria: 95.0%-100.5% on the dried basis

(281): 18.0%—20.0% on the dried basis

fLHEXYL) MALEATE

cohol and water (78:22), filtered and degassed

n: 80 pg/mL of USP Bis(2-ethylhexyl) Maleate RS in alcohol

: 20 mg/mL of Docusate Potassium in alcohol. [Note—If necessary, warm the mixture by using the steam bath to achieve a

slution.]
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1e: 3L

y
ard solution

lirements

dard deviation: NMT 2.0%

dard solution and Sample solution
» percentage of bis(2-ethylhexyl) maleate in the portion of Docusate Potassium taken:

Result = (r,/rg) x (C/C ) x 100
2ak response of bis(2-ethylhexyl) maleate from the Sample solution
2ak response of bis(2-ethylhexyl) maleate from the Standard solution

»ncentration of USP Bis(2-ethylhexyl) Maleate RS in the Standard solution (mg/mL)

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

wria: NMT 0.4%

1)
1 glass container at 105° for 4 h.
ria: NMT 3.0%

UIREMENTS
race: Preserve in well-closed containers.

aNDARDS (11)

Maleate RS CZOHSBOA 340.51

um RS

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee
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