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Fumarate and Docusate Sodium Extended-Release Tablets

te and Docusate Sodium Extended-Release Tablets contain not less than 90.0 percent and not more than 110.0 percent of the
t of ferrous fumarate (CAHzFeOA) and not less than 90.0 percent and not more than 115.0 percent of the labeled amount of

im (C,,H,,Na0_S).

.orage—Preserve in well-closed containers.

he Tablets in terms of the content of ferrous fumarate (C4H2Fe04) and in terms of the content of elemental iron.

NDARDS (11)—

nRS

wydrochloric acid; 900 mL.

rpm.

ours.

imount of Fe () dissolved, on filtered portions of the solution under test, employing the method described under Assay for
ate with the following modification.

n—Transfer the appropriate amount of Iron stock solution to a volumetric flask, and dilute with 0.1 N hydrochloric acid in such
nal concentration is similar to that expected in the solution under test.

2 percentages of the labeled amount of Fe (11) dissolved at the times specified conform to Acceptance Table 2.

Time (hours) Amount dissolved
1 between 40% and 75%
3 not less than 80%

3E uNiTs (905): meet the requirements with respect to iron.

; fumarate—

> acid—Slowly add 5 mL of hydrochloric acid to 5 mL of water, and mix.

—Add 1 mL of 6 N Hydrochloric acid to 59 mL of water, and mix.

'solution—Dilute 20 mL of phosphoric acid with Diluting solution to 200 mL, and mix.

on—Transfer about 350 mg of ferrous ammonium sulfate hexahydrate, accurately weighed, to a 1000-mL volumetric flask,
ing solution, dilute with Diluting solution to volume, and mix to obtain a solution having a known concentration of about 50 ug

ations—To separate 100-mL volumetric flasks transfer 2.0, 4.0, 6.0, 8.0, and 10.0 mL of Iron stock solution. To each flask add
»horic acid solution, dilute with Diluting solution to volume, and mix. The Standard preparations so obtained contain about 1.0,
1 5.0 pg of iron per mL, respectively.

Transfer 6.0 mL of Phosphoric acid solution to a 100-mL volumetric flask, dilute with Diluting solution to volume, and mix.
»n—Weigh and finely powder not fewer than 20 Tablets. Transfer an accurately weighed portion of the powder, equivalent to
arrous fumarate, to a 1000-mL volumetric flask, add 110 mL of 6 N Hydrochloric acid, and boil for 30 minutes. Cool, dilute with

» mix and filter Transfer 5 0 ml of this solution to a 50-ml volumetric flask dilute with Dilutina solution to voliime and mix
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N, in ug per mL, of iron in the Assay preparation. Calculate the average quantity, in mg, of ferrous fumarate (C4H2Fe04) in each

the formula:

(TC/D)(169.90/55.85)
: labeled quantity, in mg, of ferrous fumarate in each Tablet; C is the concentration, in ug per mL, of iron in the Assay
i the concentration, in pug per mL, of ferrous fumarate in the Assay preparation, based on the labeled quantity per Tablet and the
n; and 169.90 and 55.85 are the molecular weight of ferrous fumarate and the atomic weight of iron, respectively.
ite sodium—
'solution—Dissolve 4 g of calcium acetate in 2000 mL of water.
—Mix 450 mL of acetonitrile and 550 mL of Calcium acetate solution.
\dd 2 mL of phosphoric acid to 1000 mL of Diluting solution, and mix. Make adjustments if necessary (see System Suitability
ation—Dissolve an accurately weighed quantity of USP Docusate Sodium RS in Diluting solution to obtain a solution having a
-ation of about 1 mg per mL.

‘e solution—Dissolve an accurately weighed quantity of sodium benzoate in Diluting solution, and dilute quantitatively and
1e same solvent to obtain a solution having a known concentration of about 8 pg per mL.
ion—Dissolve a suitable quantity of USP Docusate Sodium RS in Sodium benzoate solution to obtain a solution containing

mL of docusate sodium.

»n—Transfer a number of Tablets, equivalent to about 2 g of docusate sodium, to a 2000-mL volumetric flask. Add about 1500
olution, and sonicate with frequent shaking until the Tablets are completely disintegrated. Cool, dilute with Diluting solution to
<. Centrifuge, and use the clear supernatant. If the supernatant is not clear, pass through a membrane filter.

c system (see CHromaTocrAPHY (621))—The liquid chromatograph is equipped with a 214-nm detector and a 4.6-mm x 30-cm

1tains 3-um packing L1. The flow rate is about 1.5 mL per minute. Chromatograph the Resolution solution and the Standard

I record the peak responses as directed for Procedure: the resolution, R, between sodium benzoate and docusate sodium is
0; the tailing factor is not less than 0.9 and not more than 3.5; the column efficiency is not less than 1000 theoretical plates;
standard deviation for six replicate injections of the Standard preparation is not more than 2.0%. The relative retention times
sate sodium and 0.25 for sodium benzoate.

arately inject equal volumes (about 25 pL) of the Standard preparation and the Assay preparation into the chromatograph,
mnatograms, and measure the responses for the major peaks. Calculate the average quantity, in mg, of docusate sodium

n each of the Tablets taken by the formula:

(ZOOOC/N)(rU/rS)

3 concentration, in mg per mL, of USP Docusate Sodium RS in the Standard preparation; N is the number of Tablets taken; and
peak responses obtained from the Assay preparation and the Standard preparation, respectively.

Please check for your question in the FAQs before contacting USP.

Topic/Question Contact Expert Committee

ARATE AND DOCUSATE

Documentary Standards Support SM22020 Small Molecules 2
DED-RELEASE TABLETS

itabase Information: Chromatographic Database

ared In:
Volume No. PF 31(1)

AR fALALAAfAA AFFER SARmAFE ARFEFE RS SsAFEAAcAnn < [ETN

Documents

Document Sharing Hub

Full document details: Ferrous Fumarate and Docusate Sodium Extended-Release Tablets


https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://store.usp.org/product/1224802
https://store.usp.org/product/1224802
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://store.usp.org/product/1224802
https://www.usp.org/frequently-asked-questions
mailto:stdsmonographs@usp.org?subject=Monograph:%20FERROUS%20FUMARATE%20AND%20DOCUSATE%20SODIUM%20EXTENDED-RELEASE%20TABLETS,%20ID%20:%2032925
https://www.uspchromcolumns.com/
https://doi.org/10.31003/USPNF_M32925_01_01
https://doi.org/10.31003/USPNF_M32925_01_01
http://www.avadocuments.com/doc/ferrous-fumarate-and-docusate-sodium-extended-release-tablets
http://www.avadocuments.com/doc/ferrous-fumarate-and-docusate-sodium-extended-release-tablets

