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Carbonate Oral Suspension

2 Oral Suspension contains NLT 90.0% and NMT 110.0% of the labeled amount of calcium carbonate (CaCO,).

:sts—GeneraL, Calcium(191): The addition of acetic acid to it produces effervescence (presence of carbonate). The resulting
ng, meets the requirements.

. Transfer a portion of Oral Suspension, equivalent to 1 g of calcium carbonate, previously well shaken in its original
beaker with the aid of 25 mL of water. Add 20 mL of 1 N hydrochloric acid. Heat on a steam bath for 30 min. Allow to cool,
ith the aid of water to a 100-mL volumetric flask. Dilute with water to volume. Mix, and filter.

fwater, 15 mL of 1 N sodium hydroxide, and 5 mL of triethanolamine

m

41).)

tration

| edetate disodium VS

mg of hydroxy naphthol blue

ition: Visual, change to distinct blue

ar 20.0 mL of the Sample solution to a suitable container. Dilute with water to 100 mL. Add 15 mL of 1 N sodium hydroxide, 5
>lamine, and 100 mg of hydroxy naphthol blue. Titrate with the Titrant.

iercentage of the labeled amount of calcium carbonate (CaCOs) in the sample taken:

Result = [(VS - V) x M x Fx100[/W
ime of the Titrant consumed by the Sample solution (mL)
ime of the Titrant consumed by the Blank (mL)

ant molarity (mmol/mL)
ivalency factor, 100.09 mg/mmol
rinal amount of calcium carbonate taken for the Analysis (mg)

ria: 90.0%-110.0%

| store all solutions in plastic containers.]

ng/mL of sodium citrate dihydrate in water

olution: 1.1 mg/mL of USP Sodium Fluoride RS in water

n: Combine 20.0 mL of the Standard stock solution with 50.0 mL of Solution A, and dilute with water to 100.0 mL. [Note—Each
tion contains 100 pg of fluoride ion.]

: Transfer a portion of Oral Suspension, equivalent to 2.0 g of calcium carbonate, to a beaker containing a plastic-coated

d 20 mL of water and 4.0 mL of hydrochloric acid. Stir until dissolved. Add 50.0 mL of Solution A and sufficient water to make
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ind dry the electrodes, and insert them into the Sample solution. Stir for 5 min, and read the potential, in mV. From the
ntial and the Standard response line, determine the concentration, C, in ug/mL, of fluoride ion in the Sample solution.
.ontent of fluoride in the sample taken:

Result = (V x C)/W
ime of the Sample solution (mL)
srmined concentration of fluoride in the Sample solution (ug/mL)

1inal weight of calcium carbonate taken (g)

wia: 50 pg/g, with respect to the labeled amount of calcium carbonate

rocedures, Procedure 14 (cN 1-Ju-2023)

: Slowly dissolve a portion of Oral Suspension equivalent to 1.0 g of calcium carbonate in 15 mL of hydrochloric acid. Dilute
5mL.

d as directed in the chapter, except omit the addition of 20 mL of 7 N sulfuric acid specified under Procedure.

ria: NMT 3 pg/g, with respect to the labeled amount of calcium carbonate

:edures, Procedure 1, (cN 1-Jn-2023)

: Mix a portion of Oral Suspension equivalent to 1.0 g of calcium carbonate in 5 mL of water.
Test preparation slowly add 8 mL of 3 N hydrochloric acid. Evaporate on a steam bath to dryness, and dissolve the residue in

ria: NMT 3 pg/g, with respect to the labeled amount of calcium carbonate

ion Tests (61)and Tests For SpeciFiep Microoreanisms (62): The total aerobic microbial count is NMT 102 cfu/mL. It meets the
e tests for absence of Escherichia coli and Pseudomonas aeruginosa.
7

UIREMENTS
RrAGE: Preserve in tight containers, and avoid freezing.

ANDARDS (11)
S

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

opic/Question Contact Expert Committee
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