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icil

130.08
linedione, 5-fluoro-;
SRN®: 51-21-8; UNIl: U3P01618RT.

ns NLT 98.0% and NMT 102.0% of fluorouracil (C,H,FN,0,), calculated on the dried basis.

at care should be taken to prevent inhaling particles of Fluorouracil and exposing the skin to it.]

+IpenmiFicaion Tests (197), Infrared Spectroscopy: 197My (cN 1-Mav-2020)

iIpenTiFicaTion TesTs (197), Ultraviolet-Visible Spectroscopy: 197U, (cN 1-Mav-2020)

acetate buffer prepared from 8.4 g of sodium acetate and 3.35 mL of glacial acetic acid mixed with water to make 1000 mL
10 pg/mL in Medium

ria: Meets the requirements

time 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.
setonitrile and Buffer (5:95)

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

10 pg/mL of Fluorouracil in water

> system

aphy (621), System Suitability.)

54 nm

m x 25-cm; 5-pm packing L1

nL/min

1e: 20 L

b

ard solution

lirements

dard deviation: NMT 0.73%, Standard solution
» NMT 1.5, Standard solution

dard solution and Sample solution
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sncentration of USP Fluorouracil RS in the Standard solution (ug/mL)

»ncentration of Fluorouracil in the Sample solution (ug/mL)

ria: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

rd solution and Sample solution from light.

8 g/L of monobasic potassium phosphate in water. Adjust with 5 M potassium hydroxide to a pH of 5.7 £ 0.1.
-acil RS, and 0.2 pg/mL of USP Fluorouracil Related Compound E RS in Mobile phase

: 0.1 mg/mL of Fluorouracil in Mobile phase

> system

aphy (621), System Suitability.)

66 nm

m x 25-cm; 5-pm packing L1

nL/min

1e: 20 L

3 times the retention time of the fluorouracil peak
y

ard solution

lirements

LT 2 between the uracil and fluorouracil peaks

dard solution and Sample solution
» percentage of fluorouracil related compound A, fluorouracil related compound B, and uracil in the portion of Fluorouracil

Result = (r,/r)) x (C/C ) x 100
aak response of relevant fluorouracil related compound from the Sample solution
2ak response of relevant fluorouracil related compound from the Standard solution
»ncentration of relevant fluorouracil related compound in the Standard solution (mg/mL)
»ncentration of Fluorouracil in the Sample solution (mg/mL)

: percentage of 5-methoxyuracil, fluorouracil related compound E, and any unspecified impurity in the portion of Fluorouracil

Result = (r,/r)) x (C/C,) x (1/F) x 100
aak response of each impurity from the Sample solution
2ak response of fluorouracil from the Standard solution
»ncentration of USP Fluorouracil RS in the Standard solution (mg/mL)
sncentration of Fluorouracil in the Sample solution (mg/mL)
lative response factor for each individual impurity (see Table 1)
rria: See Table 1. Disregard any impurity peaks less than 0.05%.

Table 1
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