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Gluconate Capsules

2 Capsules contain NLT 93.0% and NMT 107.0% of the labeled amount of ferrous gluconate dihydrate (C12H22Feo14 : 2H20).

ROMATOGRAPHY
n: 10 mg/mL of USP Potassium Gluconate RS
12 A filtered solution in water, equivalent to 10 mg/mL of ferrous gluconate dihydrate from the contents of the Capsules

ic system
raphy (621), Thin-Layer Chromatography.)

25-mm layer of chromatographic silica gel

lume: 5 pL

llvent 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
1 to dissolve, and dilute with 2 N sulfuric acid to volume.

1dard 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
and dry at 110° for 20 min. Allow to cool, and spray with Spray reagent. Heat the plate at 110° for about 10 min.

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

11 Equivalent to 5 mg/mL of ferrous gluconate dihydrate from a dilution of the Sample solution obtained in Identification test A
otassium ferricyanide TS to the Sample solution.
eria: The solution yields a dark blue precipitate.

3.0 g of sodium acetate in 50 mL of water. Add 2.0 mL of glacial acetic acid, dilute with water to 200 mL, and mix. This Buffer
6.

slution: Dissolve 400 mg of 2,2"-bipyridine in 100 mL of water, using heat if necessary, to dissolve. Cool, and filter.

solution: 7.022 mg/mL of ferrous ammonium sulfate hexahydrate [Fe(NH,),(SO,), - 6H,0] in water, equivalent to 1000 pg/mL

n: 100 pg/mL of iron (Fe) in 0.1 N sulfuric acid from Standard stock solution

|

in capsules: Transfer, as completely as possible, the contents of NLT 20 Capsules to a suitable tared container. Mix and finely
combined contents, and transfer a weighed portion of the powder, equivalent to 430 mg of ferrous gluconate dihydrate, to a
imetric flask. Add 300 mL of water, heating on a steam bath if necessary to dissolve. Cool, and dilute with water to volume.

n capsules: Place a number of Capsules, equivalent to 430 mg of ferrous gluconate dihydrate, in a 500-mL volumetric flask.
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1dard solution and Sample solution
mL of the Sample solution to a 100-mL volumetric flask, and add, in the order named, 70 mL of Buffer, 10.0 mL of 100 mg/mL
1 thiosulfate solution, and 5.0 mL of Color reagent solution, with mixing following each addition. Heat for 60 min on a steam
, dilute with Buffer to volume, and filter. Prepare reagent blanks for the Standard solution and the Sample solution by repeating
procedure, omitting the addition of 5.0 mL of Color reagent solution.
itly determine the absorbances of the reacted solutions against the corresponding reagent blanks.

e percentage of the labeled amount of ferrous gluconate dihydrate (C12H22Fe014 : 2H20) in the portion of Capsules taken:

Result = (A /A)) x (C/C ) x (M /A ) x 100
ibsorbance of the Sample solution corrected by the absorbance of its reagent blank
ibsorbance of the Standard solution corrected by the absorbance of its reagent blank
:oncentration of iron in the Standard solution (ug/mL)
iominal concentration of ferrous gluconate dihydrate in the Sample solution (ug/mL)
nolecular weight of ferrous gluconate dihydrate, 482.17
itomic weight of iron, 55.85
eria: 93.0%-107.0%

'ESTS

wydrochloric acid; 900 mL
0 rpm

n: Solution having a known concentration of iron in the Medium
I1: Filtered portion of the solution under test, suitably diluted with the Medium if necessary
nditions

absorption spectrophotometry
relength: 248.3 nm
llow-cathode

etylene

1dard solution and Sample solution
he concentration of iron (Fe) in the Sample solution in comparison with a Standard solution.

e percentage of the labeled amount of ferrous gluconate dihydrate (C12H22Fe014 . 2H20) dissolved:

Result = (M/A) x (Cx D x V/L) x 100
nolecular weight of ferrous gluconate dihydrate, 482.17
itomic weight of iron, 55.85

neasured concentration of iron in the Sample solution (mg/mL)
lilution factor for the Sample solution
olume of Medium, 900 mL

ahel amaiint of ferrniis alilcanate dihvdrate (ma/Canainile)
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