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3 for Oral Solution

Solution is a dry powder prepared from Urea C 13. It contains NLT 90.0% and NMT 110.0% of the labeled amount of urea C 13

ontains no preservatives.

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

>etonitrile, methanol, and water (89:10:1)

y solution: 2.5 mg/mL of urea and 0.003 mg/mL of biuret in Mobile phase

n: 2 mg/mL of USP Urea C 13 RS in Mobile phase

2 mg/mL of urea C 13 from a portion of Urea C 13 for Oral Solution in Mobile phase
> system

aphy (621),_System Suitability.)

00 nm

m x 25-cm; 5-uym packing L8

nL/min

1e: 20 L

y

>m suitability solution and Standard solution

lirements

LT 1.5 between urea and biuret, System suitability solution
dard deviation: NMT 1%, Standard solution

dard solution and Sample solution
areas for the major peaks.

: percentage of the labeled amount of urea C 13 (13CH4N20) in the portion of Urea C 13 for Oral Solution taken:
Result = (r /r)) x (C/C ) x 100

2ak response from the Sample solution

2ak response from the Standard solution

»ncentration of USP Urea C 13 RS in the Standard solution (mg/mL)

>minal concentration of urea C 13 in the Sample solution (mg/mL)

ria: 90.0%-110.0%

ESTS
6t Units (905): Meets the requirements
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: Nominally 100 mg/mL of urea C 13 from a portion of Urea C 13 for Oral Solution in carbon dioxide-free water
ria: Meets the requirements

UIREMENTS

raGE: Preserve in sterile, well-closed containers. Store at 15°-30°.

to indicate that the solution is to be discarded if particulate matter is visible after reconstitution. [Note—It is to be
sterile purified water]

aNDARDS (11)

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

snvenience. The exact auxiliary information for this Documentary Standard is currently unavailable. Please contact Documentary Standards Support
2rg) for assistance during this time.

:abase Information: Chromatographic Database

red In:
volume No. PF 40(3)
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