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lets contain not less than 90.0 percent and not more than 110.0 percent of the labeled amount of C, H, CIN,O_S.

.orage—Preserve in well-closed containers.
NDARDS (11)—

itity of Tablets, equivalent to about 15 mg of indapamide, remove and discard any coating material, and finely powder the

t cores. Agitate the powdered tablets with two 30-mL portions of 0.2 N sodium hydroxide in a centrifuge tube for 10 minutes.
I mixture, and combine the supernatants in a 250-mL separator. Acidify the liquid with about 12 mL of dilute hydrochloric acid
t the acidic solution with two 4.0-mL portions of ether, filter the extracts through anhydrous sodium sulfate contained in a
evaporate the ether, with the aid of a current of dry air, on a water bath. Dry the crystals at 105° for 1 hour: the crystals so

1d to Identification test A under Indapamide.

1 time of the major peak in the chromatogram of the Assay preparation corresponds to that of the Standard preparation

icted in the Assay.

A pH 6.8 phosphate buffer (see Buffer Solutions in the section Reagents, Indicators, and Solutions); 900 mL.

0 rpm.
1S,

imount of C, H, CIN,O,S dissolved by employing the following method.

>roceed as directed in the Assay.
in—Dissolve an accurately weighed quantity of USP Indapamide RS in methanol, and dilute quantitatively, and stepwise if
a mixture of Medium and methanol (99:1) to obtain a solution having a known concentration equivalent to the solution under

c system (see CHromatocraPHy (621))—The liquid chromatograph is equipped with a 242-nm detector and a 4.6-mm x 15-cm
1tains packing L1. The flow rate is about 1.5 mL per minute. Chromatograph the Standard solution, and record the peak

rected for Procedure: the relative standard deviation for replicate injections is not more than 2.0%.
arately inject equal volumes (about 50 pL) of a filtered portion of the solution under test and the Standard solution into the

.record the chromatograms, and measure the responses for the major peaks. Determine the amount of C, H, CIN,0,S

t less than 75% (Q) of the labeled amount of C,,H,,CIN,O,S is dissolved in 45 minutes.

3E uniTs (905): meet the requirements.

Jissolve 1.08 g of sodium 1-octanesulfonate in 700 mL of water, add 10 mL of glacial acetic acid, and mix. Add 300 mL of
, filter, and degas. Make adjustments if necessary (see System Suitability under Chromatography (621)).

1 solution—Prepare a solution of 2'-chloroacetophenone in acetonitrile having a concentration of about 0.25 mg per mL.
ation—Dissolve an accurately weighed quantity of USP Indapamide RS in acetonitrile to obtain a solution having a known

f about 0.1 mg per mL. Transfer 5.0 mL of this solution and 3.0 mL of Internal standard solution to a 50-mL volumetric flask,

- . ' . B e e ' '
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c system (see CHromaTocraPHy (621))—The liquid chromatograph is equipped with a 242-nm detector and a 4.5-mm x 10-cm
1tains a 3-um packing L1. The flow rate is about 1 mL per minute. Chromatograph the Standard preparation, and record the
-as directed for Procedure: the resolution, R, between the analyte peak and the internal standard peak is not less than 3.0, and
idard deviation for replicate injections is not more than 2.0%.

arately inject equal volumes (about 20 pL) of the Standard preparation and the Assay preparation into the chromatograph,
mnatograms, and measure the responses for the major peaks. The retention time, relative to indapamide, is about 1.18 for the

d. Calculate the quantity, in mg, of C. H. CIN_O,S in the portion of Tablets taken by the formula:

250C(R /R)

3 concentration, in mg per mL, of USP Indapamide RS in the Standard preparation; and R, and R, are the ratios of the peak

dapamide to the internal standard 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
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