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acil Topical Solution

al Solution contains NLT 90.0% and NMT 110.0% of the labeled amount of fluorouracil (C,H,FN,0,).

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

»f monobasic potassium phosphate in water. Adjust with 5 M potassium hydroxide to a pH of 5.7 + 0.1.

.cetonitrile and Buffer (5:95)

n: 10 pg/mL of USP Fluorouracil RS in water

dlution: Nominally equivalent to 0.1 mg/mL of fluorouracil prepared as follows. Transfer a portion of Topical Solution,

ivalent to 10 mg of fluorouracil, into a 100-mL volumetric flask. Add 20 mL of methanol, and mix on a vortex mixer to dissolve.
ter to volume.

12 10 pg/mL of fluorouracil in water, from Sample stock solution. Mix, and filter.

ic system

raphy (621), System Suitability.)

254 nm or diode array. [Note—Use the diode array detector to perform Identification test B.]
im x 25-cm; 5-um packing L1

IL/min

me: 20 pL

ity

lard solution

uirements

1dard deviation: NMT 0.73%, Standard solution

r: NMT 1.5, Standard solution

1dard solution and Sample solution
e percentage of the labeled amount of fluorouracil (C4H3FN202) in the portion of Topical Solution taken:

Result = (r/rg)) x (C/C) x 100
ieak response from the Sample solution
ieak response from the Standard solution

:oncentration of USP Fluorouracil RS in the Standard solution (ug/mL)
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JUIREMENTS
JRAGE: Preserve in tight containers, and store at controlled room temperature.

TANDARDS (11)

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

lopic/Question Contact Expert Committee

TOPICAL SOLUTION Documentary Standards Support SM32020 Small Molecules 3

tabase Information: Chromatographic Database
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