on 14-Feb-2025

»f 01-May-2018

nographs
E9D5-4E6B-AD67-1ACFEBOCA2F6_3_en-US
1003/USPNF_M9787_03_01

Subsalicylate Oral Suspension

late Oral Suspension contains NLT 90.0% and NMT 110.0% of the labeled amount of bismuth subsalicylate (C_H_BiO,). It may

1ore suitable buffers, coloring agents, flavors, preservatives, stabilizers, sweeteners, and suspending agents.

ssTs—GENERAL (191), Bismuth: Meets the requirements
:sTs—GeneraL (191), Salicylate: Meets the requirements of test A after acidifying with nitric acid

olution: 2.5 mg/mL of bismuth in nitric acid. Prepare by dissolving in 6% of the flask volume of nitric acid and diluting with

sid to volume.
n: 0.05 mg/mL of bismuth in 1 N nitric acid from the Standard stock solution

. Transfer 10 g of Oral Suspension, previously well shaken in its original container to ensure homogeneity, to a 200-mL

k. Add about 100 mL of 1 N nitric acid, and dilute with 1 N nitric acid to volume. Mix well without shaking, transfer 10.0 mL of
a 100-mL volumetric flask, and dilute with 1 N nitric acid to volume. Centrifuge about 20 mL at 4500 rpm for at least 10 min.
iditions

isible Spectroscopy (857).)

elength: 463 nm
c acid

dard solution, Sample solution, and Blank

easured volume of the Sample solution that contains 0.9 mg of bismuth subsalicylate and 10 mL of the Standard solution to
0-mL volumetric flasks. Add 10.0 mL of 10% ascorbic acid solution and 25.0 mL of 20% potassium iodide solution to each
:flask, and dilute with water to volume. Concomitantly determine the absorbances of both solutions, using the Blank to set
ophotometer.

» percentage of the labeled amount of bismuth subsalicylate (C7HsBi04) in the portion of Oral Suspension taken:

Result= (A /A) x (C/C ) x (M _/M ) x 100
ibsorbance of the Sample solution
ibsorbance of the Standard solution
:oncentration of bismuth in the Standard solution (mg/mL)
1ominal concentration of bismuth subsalicylate in the Sample solution (mg/mL)
nolecular weight of bismuth subsalicylate, 362.09
nolecular weight of bismuth, 208.98

wria: 90.0%-110.0%
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'lease check for your question in the FAQs before contacting USP.
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