on 14-Feb-2025

»f 01-Jun-2023

ographs
JOAF-46C2-A2B6-A0445DFA57AD_4_en-US
1003/USPNF_M12180_04_01

Sulfate

136.14
172.17

um salt (1:1);

1) CASRN®: 7778-18-9.

1®: 10101-41-4.

anhydrous or contains two molecules of water of hydration. It contains NLT 98.0% and NMT 101.0% of CaSO,, calculated on

:sTs—GENERAL, Calcium(191).
: Dissolve 200 mg by warming in a mixture of 4 mL of 3 N hydrochloric acid and 16 mL of water.
ria: Meets the requirements

:sTs—GENERAL, Sulfate(191),

: Dissolve 200 mg by warming in a mixture of 4 mL of 3 N hydrochloric acid and 16 mL of water.
'ria: Meets the requirements

2300 mg of Calcium Sulfate in 100 mL of water and 4 mL of 3 N hydrochloric acid. Boil, if necessary, to dissolve, and cool

m
(541).)

tration

| edetate disodium VS

ition: Visual

tirring, preferably with a magnetic stirrer, add to the Sample solution, in the order named, 0.5 mL of triethanolamine, 300 mg
hthol blue, and, from a 50-mL buret, 30 mL of 0.05 M edetate disodium VS. Add sodium hydroxide solution (45 in 100) until
olor changes to clear blue, continue to add dropwise until the color changes to violet, and add an additional 0.5 mL. The pH
;ontinue the titration dropwise with 0.05 M edetate disodium VS to the appearance of a clear-blue endpoint that persists for

iercentage of Calcium Sulfate (CaSO4) in the Sample taken:

Result = [(V x M x F)/W] x 100
ime of Titrant consumed by the Sample (mL)
1al molarity of the Titrant (mM/mL)
ivalency factor, 136.14 mg/mM
jht of the Sample (mg)

ria: 98.0%-101.0% on the dried basis
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31).
ample at a temperature NLT 250° to constant weight.
ria: NMT 1.5% for the anhydrous form and 19.0%—-23.0% for the dihydrate

UIREMENTS
raGe: Preserve in well-closed containers.

to indicate whether it is anhydrous or the dihydrate.

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

opic/Question Contact Expert Committee

TE Documentary Standards Support SE2020 Simple Excipients

:abase Information: Chromatographic Database

red In:
volume No. PF 27(6)
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