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1m Sulfate

132.14
> CASRN®: 7783-20-2.

e contains NLT 99.0% and NMT 100.5% of ammonium sulfate [(NH4)2804].

:sTs—GeneraL (191), Chemical Identification Tests, Ammonium: A solution (1 in 20) meets the requirements.

:sTs—GeneraL (191), Chemical Identification Tests, Sulfate: A solution (1 in 20) meets the requirements.

Ammonium Sulfate

m

(541).)

I titration

dium hydroxide VS

N sulfuric acid VS

ition: Colorimetric

.of 1N sodium hydroxide VS, accurately measured

2 Sample to a 500-mL conical flask and dissolve in 50 mL of water. Add 50.0 mL of Titrant, place a filter funnel loosely in the
sk, and boil until ammonia is expelled (about 10—15 min), as determined with litmus paper. Cool, add 0.15 mL of thymol blue
the excess sodium hydroxide with the Back titrant. Perform a blank determination.

iercentage of ammonium sulfate [(NH,),S0,] in the portion of the Sample taken:

Result = [(V, - VS) x N, x Fx100]/W
ime of the Back titrant consumed by the Blank (mL)
ime of the Back titrant consumed by the Sample (mL)
1al normality of the Back titrant (mEqg/mL)

ivalency factor, 66.07 mg/mEq
ght of the Sample (mg)

rria: 99.0%-100.5%

£281)
ze the Sample completely by slowly applying gentle heat. Cool the crucible, and moisten the residue with 0.5 mL of sulfuric

crucible until white fumes of sulfur trioxide cease to evolve. Then, ignite at 800 + 25° for 15 min.
'ria: NMT 0.005%
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1ate solution, Phosphate reagent A, and Phosphate reagent B: Prepare as directed for Reagents, 6. General Tests for
Phosphate in Reagents.

»f Standard phosphate solution

:s for the Sample and the Control are made preferably in matched color-comparison tubes.]

imple in 25 mL of 0.5 N sulfuric acid, add 1 mL each of Phosphate reagent A and Phosphate reagent B, and allow to stand at
rature for 2 h. Proceed with the Control using the same quantities of the same reagents as in the test for the Sample.

wia: Any blue color obtained from the Sample should not exceed that produced from the Control (NMT 5 ppm).

T1E (221), Chloride
e solution: Transfer 165 mg of sodium chloride to a 100-mL volumetric flask. Dissolve in and dilute with water to volume.
nL to a 1000-mL volumetric flask, and dilute with water to volume to obtain a solution having a concentration of 10 pg/mL of

wia: A 2-g portion shows no more chloride than corresponds to 1.0 mL of the Standard chloride solution (NMT 5 ppm).

solution and Brucine sulfate solution: Prepare as directed for Reagents, 6. General Tests for Reagents, 6.9 Nitrate in

. Dissolve 1.0 g in 3 mL of water by heating in a boiling water bath, and add Brucine sulfate solution to make 50 mL.

To 1.0 mL of the Standard nitrate solution add 1.0 g of Ammonium Sulfate, then add Brucine sulfate solution to make 50 mL.
Brucine sulfate solution

1e Sample solution, Control solution, and Blank in a boiling water bath for 15 min with periodic gentle swirling, then cool rapidly
o room temperature. Adjust a suitable spectrophotometer with the Blank to zero absorbance at 410 nm. Determine the

the Sample solution, note the result, and adjust the instrument with the Sample solution to zero absorbance. Determine the
the Control solution.

wia: The absorbance reading for the Sample solution does not exceed that for the Control solution (NMT 10 ppm).

ledures, Procedure 14 (cN 1-Jux-2023)

. Dissolve 2.0 g in 40 mL of water, and add 2 mL of hydrochloric acid.
ria: NMT 5 ppm

Tion Tests (61) and Tests For SpeciFiep Microoreanisms (62): The total aerobic microbial count does not exceed 1000 cfu/g,
yined molds and yeasts count does not exceed 10 cfu/g.

) in a solution (1 in 20)

UIREMENTS

RraGe: Preserve in well-closed containers. No storage requirements are specified.

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

opic/Question Contact Expert Committee

[FATE Documentary Standards Support SE2020 Simple Excipients

:abase Information: Chromatographic Database

red In:
volume No. 48(4)
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