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Compatible stability of fluorouracil in 0.9% NaCl Injection

ZHANG lie, HE Jiao
Tianjin Key Laboratory of Tumor Prevention and Therapeutics, Tianjin Medical University Cancer Institute and Hospital, Tianjin
300060, China

Abstract: Objectives To observe the stability of compatibility of fluorouracil in 0.9% NaCl Injection, and to provide an evidence
for drug safety and efficiency in clinic. Methods The content changes of fluorouracil in compatibility solutions were determined by
HPLC method. The analysis was performed on Scienhome Kromasil C;g column (250 mmx4.6 mm, 5 um) with water (using sodium
dihydrogen phosphate with pH 3.5) - methanol (85:15) as mobile phase. The UV detection wavelength was 266 nm at room
temperature with the injection volume of 20 pL at a flow rate of 1.0 mL/min. The compatibility solutions were placed in three
conditions such as at room temperature, avoiding light, and freezing. Appearance observation and pH value determination were carried
outin 0, 1, 2,4, 8, 24, and 48 h. Results The calibration curve was linear over the range of 5—25 pg/mL (7=0.999 9). The average
recovery rate was 98.6%, 99.00%, and 99.3% with RSD of 0.88%, 0.30%, and 0.45%, respectively. There were no evident changes in
appearance, color, gas, precipitation or turbid generated, particle number, and pH value, and the contents of fluorouracil did not change
within 48 h. Conclusion It is stable for fluorouracil in 0.9% NaCl Injection during 48 h.
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FE (250 mmX4.6 mm, 5pm); WEHAH: K CH%
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Fig. 1 HPLC chromatograms of 0.9% NacCl Injection (A), fluorouracil reference substance (B), and Fluorouracil Injection (C)
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# 2 mL T 50 mL &, “PAT 9 4y, &R 500 pg,
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mL, FlEAN I, BEREIE, 45 AP
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0.88%- 0.30%. 0.45%.
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Table 2 Determination of fluorouracil in 0.9% NaCl Injection (n=3)

P T 5 HU %
1h 2h 4h 8h 24h 48 h
FHAEDYE  100.0 99.73 100.34 99.67 100.47 99.37 99.53
ETS N 100.0 100.39 100.93 100.28 100.43 99.79 100.42
R 100.0 100.22 101.6 99.42 100.83 99.93 101.37
3 it B2

S CERIRER Y, T 0.9% NaCl v SHRac il —
S8 TR L IR SRR S E VS, T 200~400 nm BEAT
LHNAHE, RILLE 266 nm A S KW, PRtk
$£ 266 nm 1E by F5bR I E PRI 33 K
ARSI I i BEOERA R 3 AN
JBCE T R I RUR BEBE £E 0.9% NaCl 51+ 48 h
TR, ARARBEE FR 3 R &M 48 h
R, WA TR bR 1 T A T PR A B0 A e i i e T 8
452 24 h.
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