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s RN®: 127-07-1; UNII: X6Q56QN5QC.

itains not less than 97.0 percent and not more than 103.0 percent of CH,N,0,, calculated on the dried basis.

yrage—Preserve in tight containers, in a dry atmosphere.

DARDS (11)—

pECTROSCOPIC IpEnTiFicATION TesTs (197), Infrared Spectroscopy: 197K, (cN 1-May-2020) -

)—Dry it in vacuum at 60° for 3 hours: it loses not more than 1.0% of its weight.

281): not more than 0.50%.

:ompounds—

nt—Shake equal volumes of isobutyl alcohol and water in a separator, and allow the layers to separate. Use the upper layer as
» and the lower layer as the Stationary phase.

benzaldehyde solution, 1%—Dissolve 1.0 g of p-dimethylaminobenzaldehyde in 50 mL of alcohol, add 2 mL of hydrochloric
vith alcohol to 100.0 mL.

ution—Mix 700 mL of 0.2 M dibasic sodium phosphate and 300 mL of 0.1 M citric acid.

ition—Prepare a solution of urea in water, containing 0.1 mg per mL.

-Dissolve 10.0 mg of Hydroxyurea in 1.0 mL of water.

t a suitable chromatographic paper strip (Whatman No. 1 or equivalent) by dipping it in pH 6.5 Buffer solution. Dry the paper
100 pL of the Test preparation and 50 pL of the Standard preparation. Place the strip in a chromatographic chamber for
'matography containing the Stationary phase in the bottom of the chamber and the Mobile phase in the trough. Develop for 24
1e strip from the chamber, air-dry, and develop again for 24 hours. Remove the strip, air-dry, spray with p-

anzaldehyde solution, 1%, and heat at 90° for 1 to 2 minutes. Not more than two spots, other than the major component, are
st preparation, and their intensities are not greater than the intensity of the spot from the Standard preparation (0.5% of each
values relative to hydroxyurea, the principal spot, are 0.65 and 1.26 (urea).

olve 1.7 g of tetrabutylammonium hydrogen sulfate and 1.74 g of dibasic potassium phosphate, anhydrous, in 1000 mL of
t with 1 N sodium hydroxide or 85% phosphoric acid to a pH of 5.0.

anol.

repare a solution of filtered, degassed Solution A and Solution B (8.5:1.5). Make adjustments if necessary (see System

on—Dissolve accurately weighed quantities of USP Hydroxyurea RS and hydroxylamine hydrochloride in Mobile phase, and

rely, and stepwise if necessary, with Mobile phase to obtain a solution having a known concentration of about 0.4 mg per mL

ition—Dissolve an accurately weighed quantity of USP Hydroxyurea RS in Mobile phase, and dilute quantitatively, and stepwise
1 Mobile phase to obtain a solution having a known concentration of about 0.4 mg per mL.
n—Transfer about 200 mg of Hydroxyurea, accurately weighed, to a 500-mL volumetric flask, dissolve in and dilute with
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irately inject equal volumes (about 10 pL) of the Standard preparation and the Assay preparation into the chromatograph,
1atograms, and measure the responses for the major peaks. Calculate the quantity, in mg, of CH,N, 0, in the portion of

en by the formula:

500C(r,/rg)

concentration, in mg per mL, of USP Hydroxyurea RS in the Standard preparation; and r,andr, are the peak responses of the

ks obtained from the Assay preparation and the Standard preparation, respectively.

>lease check for your question in the FAQs before contacting USP.
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