Qaterstix &7 M1
Kor. J. Clin. Pharm., Vol 7, No. 1. 1997

HUMFAH EFA| 5-fluorouracil®| A&7 WE
o]

OFHMof| 2kt T

oled -

M2 - olaE - AEe
SHOIXIHS T FSfchet

The Effect of Light on the Stability of IV admixture
with 5-Fluorouracil
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The effect of the light on the stability of 5-fluorouracil admixture was investigated. Four sets of 5-
fluorouracil admixture were prepared using 50 mg/ml injection in 5% dextrose solution in PVC bags
and glass bottles: (1) 5-fluorouracil 1 mg/ml concentration in glass bottles, (2) 5-fluorouracil 1 mg/
ml in PVC bags, (3) 5-fluorouracil 10 mg/ml in glass bottles, and (4) 5-fluorouracii 10 mg/ml in
PVC bags. In each set, one group was protected from the light (control group) and the other group
was exposed to the fluorescent light (study group). All admixtures were stored at room temperature
for 72 hours. Also, 5-fluorouracil injections (50 mg/ml) were prepared in plastic syringes. Half of
the samples of 50 mg/ml concentration were protected from the light (control group) and the other
half were exposed to the fluorescent light (study group). These were stored at room temperature for
48 hours. After visual inspection, the pHs of each admixture were determined. The 5-fluorouracil
concentrations were measured by high-performance liquid chromatography with UV detection, with
S-bromouracil as an internal standard. Over the study period, no visual changes were observed. The
PHs of 5-fluorouracil admixtures were in the range of 8.2~8.5. The peak area ratios (5-FU/5-BrU)
of 5-fluorouracil admixtures protected from the light were compared with those of the admixtures
exposed to the light. There was no statistically significant difference between two groups during the
study period (p>0.05). In conclusion, 5-fluorouracil admixtures in 5% dextrose solution exposed to
the light were stable for 72 hours. (Kor. J. Clin. Pharm. 1997; 7(1): 45-49)
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Fig. 1. HPLC Chromatogram of 5-FU. p-bond-
apack C;, 10 pum particle, 300x<3.9 mm (Waters
Co.), mobile phase: 1 mM phosphate buffer, flow
rate: 1.5 ml/min, detection: 254 nm, sensitivity: 0.05
aufs (I=5-FU, II=5-BrU, 5-Fu tr=4.7, 5-BrU tr=8.7).
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Table 1. Comparision of change in 5-FU chromatographic analysis by time, containers, and concentrations

Glass Bottle Glass Bottle PVC Bag PVC Bag Plastic Syringe
Time (hr) (1 mg/ml) (10 mg/ml) (1 mg/ml) (10 mg/ml) (50 mg/ml)
0 0.0797 0.5742 0.4039 04111 0.8799
7 0.2711 0.3237 0.5547 0.3132 0.3168
12 0.7129 0.2331 0.6100 0.7272 05374
24 0.0995 0.6487 0.2821 0.5392 0.5900
48 0.5776 0.3719 0.6417 0.0615 0.5424
72 0.0918 0.3167 0.6661 0.1740 -
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Fig. 2. The Change of the pH of 5-FU (1 mg/ml) in

5% Dextrose Solution in Glass Bottle. (CGl:
control group, SG1: study group).
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Fig. 3. The Change of the pH of 5-FU (10 mg/ml)

in 5% Dextrose Solution in Glass Bottle. (CG10:
control group, SG10: study group).
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Fig. 4. The Change of the pH of 5-FU (1 mg/ml) in
5% Dextrose Solution in PVC bag. (CP1: control
group, SP1: study group).
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Fig. 5. The Change of the pH of 5-FU (10 mg/ml)

in 5% Dextrose Solution in PVC bag. (CP10: control
group, SP10: study group).
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Fig. 6. The Change of the pH of 5-Fu (50 mg/ml)
in Plastic Syringe. (C50: control group, S50: study
group).
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