on 14-Feb-2025

»f 01-Jun-2023

nographs
)F6A-4449-AE66-DBBFC873DB23_3_en-US
1003/USPNF_M32940_03_01

a

sluconate

| o]

J\O- Fe?* + 2H0
) 482.17

n(2+) salt (2:1), dihydrate;
(1:2) dihydrate CAS RN®: 12389-15-0.
CAS RN®: 299-29-6.

contains NLT 97.0% and NMT 102.0% of ferrous gluconate (C FeOM), calculated on the dried basis.

12H22

OMATOGRAPHY
n: 10 mg/mL of USP Potassium Gluconate RS

10 mg/mL of Ferrous Gluconate, heating in a water bath at 60°, if necessary, to dissolve
> system
aphy (621), Thin-Layer Chromatography.)

‘5-mm layer of chromatographic silica gel
lume: 5 pL
vent system: Alcohol, ethyl acetate, ammonium hydroxide, and water (50:10:10:30)
Dissolve 2.5 g of ammonium molybdate in 50 mL of 2 N sulfuric acid in a 100-mL volumetric flask, add 1.0 g of ceric sulfate,
>lve, and dilute with 2 N sulfuric acid to volume.

dard solution and Sample solution

chromatogram until the solvent front has moved about three-fourths of the length of the plate. Remove the plate from the
ind dry at 110° for 20 min. Allow to cool, and spray with Spray reagent. Heat the plate at 110° for about 10 min.

ria: The principal spot of the Sample solution corresponds in color, size, and R. value to that of the Standard solution.

:5mg/mL in water
tassium ferricyanide TS to the Sample solution.
ria: The solution yields a dark blue precipitate.

Ferrous Gluconate

1s directed in the Analysis without the Sample.

m

41).)

tration

seric sulfate VS

ition: Visual

re the Sample in a mixture of 75 mL of water and 15 mL of 2 N sulfuric acid in a 300-mL conical flask. Add 250 mg of zinc
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Result = ([(VS - V) xNx Fl/W} x 100
int volume consumed by the Sample (mL)
int volume consumed by the Blank (mL)

ant normality (mEq/mL)
ivalency factor, 446.2 mg/mEq

ple weight (mg)
ria: 97.0%-102.0% on the dried basis

1€, Chloride(221),
n: 1.0 mL of 0.020 N hydrochloric acid

ria: NMT 0.07%
1€, Sulfate(221),
n: 1.0 mL of 0.020 N sulfuric acid

ria: NMT 0.1%
MT 3 ppm

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

: Transfer 1.0 g of Ferrous Gluconate to a 100-mL round-bottom flask fitted with a 24/40 standard-taper joint. Add 40 mL of 9
and 2 mL of potassium bromide solution (3 in 10). Immediately connect to a suitable distillation apparatus that has a

1 water jacket, cooled with circulating ice water, and heat to dissolve the Ferrous Gluconate. Distill, collect 25 mL of distillate,
e distillate to the arsine generator flask. Wash the condenser and reservoir several times with small portions of water, add

o the distillate in the generator flask, add bromine TS until the solution is slightly yellow, and dilute with water to 35 mL.

acted in the chapter.

ria: NMT 3 ppm

)aration of all aqueous solutions and for the rinsing of glassware before use, use water that has been passed through a
ng-base, mixed-bed ion-exchange resin before use. Select all reagents to have as low a content of lead as practicable, and
solutions in containers of borosilicate glass. Cleanse glassware before use by soaking in warm 8 N nitric acid for 30 min
ith deionized water.]

»dium iodide solution: 100 mg/mL of ascorbic acid and 192.5 mg/mL of sodium iodide

1e oxide solution: 50 mg/mL of trioctylphosphine oxide in 4-methyl-2-pentanone. [Caution—This solution causes irritation.
with eyes, skin, and clothing. Take special precautions in disposing of unused portions of solutions to which this reagent is

n: Transfer 5.0 mL of lead nitrate stock solution TS to a 100-mL volumetric flask, and dilute with water to volume. Transfer
esulting solution to a 50-mL volumetric flask, add 10 mL of 9 N hydrochloric acid and 10 mL of water. Add 20 mL of Ascorbic
vdide solution and 5.0 mL of Trioctylphosphine oxide solution, shake for 30 s, and allow to separate. Add water to bring the

t layer into the neck of the flask, shake again, and allow to separate. The organic layer is the Standard solution, and it contains
d.

. To a 50-mL volumetric flask add 1.0 g of Ferrous Gluconate, 10 mL of 9 N hydrochloric acid, 10 mL of water, 20 mL of
sodium iodide solution, and 5.0 mL of Trioctylphosphine oxide solution. Shake for 30 s, and allow to separate. Add water to

lic solvent layer into the neck of the flask, shake again, and allow to separate. The organic layer is the Sample solution.

L volumetric flask add 10 mL of 9 N hydrochloric acid, 10 mL of water, 20 mL of Ascorbic acid—sodium iodide solution, and
‘tylphosphine oxide solution. Shake for 30 s, and allow to separate. Add water to bring the organic solvent layer into the neck
ake again, and allow to separate. The organic layer is the Blank, and it contains 0 pg/mL of lead.

iditions

ption Spectroscopy (852).)

absorption spectrophotometry
elength: 283.3 nm
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