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icil Injection

on is a sterile solution of Fluorouracil in Water for Injection, prepared with the aid of Sodium Hydroxide. It contains NLT
110.0% of the labeled amount of fluorouracil (C,H,FN,0,).

ate is formed as a result of exposure to low temperatures, redissolve it by heating to 60° with vigorous shaking, and allow to
arature prior to use.]

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

penTiFicaTion Tests (197), Infrared Spectroscopy: A197A or, (USP 1-Aug-2024) 197M

1: Carefully acidify a portion of Injection, equivalent to 100 mg of fluorouracil, with glacial acetic acid. Stir, and slightly chill
precipitate the fluorouracil. Collect the precipitate, wash with 1 mL of water, and then dry under vacuum over phosphorus
)* for 4 h.

ria: Meets the requirements

strum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 4 (usp 1-

f potassium phosphate, monobasic in water. Adjust with 5 M potassium hydroxide to a pH of 5.7 £ 0.1.
setonitrile and Buffer (5:95)
n: 10 yg/mL of USP Fluorouracil RS in water

: Nominally 10 pg/mL of fluorouracil in water, from Injection

> system
aphy (621), System Suitability.)

54 nm. AFor Identification C, use a diode array detector in the range of 200-400 nm. , (USP 1-Aug-2024)
m x 25-cm; 5-um packing L1

nL/min

1e: 20 L

y

ard solution

lirements

dard deviation: NMT 0.73%

*NMT 1.5

dard solution and Sample solution
: percentage of the labeled amount of fluorouracil (C4H3FN202) in the portion of Injection taken:

Result = (r,/rg) x (C/C ) x 100
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wria: 90.0%-110.0%

77 g/L of ammonium acetate in water. Adjust with formic acid to a pH of 5.60-5.65.

'y solution: 0.2 mg/mL of USP Fluorouracil RS and 1.0 pg/mL each of USP Fluorouracil Related Compound A RS, USP
ilated Compound B RS, USP Uracil RS, and USP Fluorouracil Related Compound E RS in water
on: 0.1 pg/mL of USP Fluorouracil Related Compound E RS in water

RS, and USP Fluorouracil Related Compound E RS in water

: Nominally 0.2 mg/mL of fluorouracil in water, from Injection
> system
graphy (621), System Suitability.)

54 nm

m x 25-cm; 4-um packing L11

nL/min

1e: 10 pL

3 times the retention time of fluorouracil

y

am suitability solution, Sensitivity solution, and Standard solution

lirements

LT 2.0 between fluorouracil related compound A and fluorouracil related compound B; NLT 2.0 between fluorouracil related
B and uracil; NLT 2.0 between uracil and fluorouracil; NLT 2.0 between fluorouracil and fluorouracil related compound E,
tability solution

dard deviation: NMT 5.0% for each component, Standard solution

ise ratio: NLT 10 for flurouracil related compound E, Sensitivity solution

dard solution and Sample solution
: percentage of fluorouracil related compound A, fluorouracil related compound B, uracil, and fluorouracil related compound E
ion of Injection taken:

Result = (r,/rg) x (C/C,) x 100
2ak area of each specified impurity from the Sample solution
2ak area of each specified impurity from the Standard solution
sncentration of corresponding Reference Standard in the Standard solution (mg/mL)
>minal concentration of fluorouracil in the Sample solution (mg/mL)
: percentage of any unspecified impurity in the portion of Injection taken:
Result = (r /r)) x (C/C ) x 100
2ak area of each unspecified impurity from the Sample solution
2ak area of fluorouracil from the Standard solution
»ncentration of USP Fluorouracil RS in the Standard solution (mg/mL)

>minal concentration of fluorouracil in the Sample solution (mg/mL)

ria: See Table 1. The reporting threshold is 0.05%.

Table 1
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