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)pa and Hydrochlorothiazide Tablets

ydrochlorothiazide Tablets contain NLT 90.0% and NMT 110.0% of the labeled amounts of methyldopa (C, H,,NO,) and

10' 13
zide (C,H,CIN,O,S,).

times of the two major peaks of the Sample solution correspond to those of the Standard solution, as obtained in the Assay.

ng of methyldopa from a portion of crushed Tablets add 0.15 mL of a solution of ninhydrin in sulfuric acid (1 in 250).
rria: A dark purple color is produced within 5-10 min. The color changes to pale brownish yellow upon adding 0.15 mL of

. of monobasic sodium phosphate. Initially add 950 mL of water, adjust with phosphoric acid to a pH of 2.8, and then dilute
olume.

ethanol and Buffer (5:95)

n: Transfer a suitable quantity of USP Methyldopa RS to a suitable volumetric flask to prepare a 1-mg/mL solution of
‘hyldopa. Add a quantity of USP Hydrochlorothiazide RS that corresponds to the ratio of hydrochlorothiazide to methyldopa in

ssolve in 25% of the total volume a mixture of water, acetonitrile, and 1 N hydrochloric acid (1:1:0.5). Dilute with water to

: Transfer an equivalent to 250 mg of methyldopa (NLT 20 Tablets) to a 250-mL volumetric flask, and add 50 mL of water, 25
rile, and 13 mL of 1 N hydrochloric acid. Shake the flask for 5 min, and dilute with water to volume.

> system

aphy (621), System Suitability.)

70 nm

m x 30.0-cm; packing L1

_/min

1e: 10 L

y

ard solution

1e flow rate to obtain relative retention times of about 0.38 and 1.0 for methyldopa and hydrochlorothiazide, respectively.]
lirements

LT 6.0 between methyldopa and hydrochlorothiazide

dard deviation: NMT 2.0%

dard solution and Sample solution

» percentage of the labeled amount of methyldopa (C NO4) in the portion of Tablets taken:

10H13
Result = (r,/r)) x (C/C ) x 100

2ak response of methyldopa from the Sample solution

2ak response of methyldopa from the Standard solution
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2ak response of hydrochlorothiazide from the Sample solution
2ak response of hydrochlorothiazide from the Standard solution

»ncentration of USP Hydrochlorothiazide RS in the Standard solution (mg/mL)

>minal concentration of hydrochlorothiazide in the Sample solution (mg/mL)
ria: 90.0%-110.0%

ESTS

hydrochloric acid; 900 mL
0rpm

mg/mL of ferrous sulfate, 20 mg/mL of potassium sodium tartrate, and 1 mg/mL of sodium bisulfite in water. [NotTe—Use a
ired solution.]

mg/mL of ammonium acetate in dilute alcohol (1 in 5). Adjust with 6 N ammonium hydroxide to a pH of 8.5.

ion: 0.275 mg/mL of anhydrous methyldopa from USP Methyldopa RS in Medium

n: Filter 35 mL of the solution under test through paper.

onditions

wvelength: 520 nm

ndard solution and Sample solution

1 aliquot of the Sample solution estimated to contain 2-3 mg of methyldopa to a 100-mL volumetric flask. Adjust the final

f necessary, with Medium to 10 mL. To a second 100-mL volumetric flask add 10.0 mL of Standard solution, and to a third
rolumetric flask add 10.0 mL of Medium to provide a blank. Pipet 5.0 mL of Solution A into each flask, dilute with Solution B to
and mix. Determine the absorbances of the Standard solution and the Sample solution at the wavelength of maximum

1ce, using the blank in the reference cell.

he percentage of the labeled amount of methyldopa (C N04) dissolved:

10t
Result = (A /A) x (C/L) x Vx 100

absorbance of the Sample solution

absorbance of the Standard solution

concentration of anhydrous methyldopa in the Standard solution (ug/mL)

label claim (mg/Tablet)

volume of the medium, 900 mL

T 80% (Q) of the labeled amount of methyldopa (C NO,) is dissolved.

'|0H13
ride
hydrochloric acid; 900 mL

Orpm

onditions

velength: 317 nm

ution: USP Hydrochlorothiazide RS in Medium

ion: Pass a portion of the solution under test through a suitable filter. Dilute with Medium to a concentration that is similar to
-d solution.
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