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Preparation and C linical Effects of C ompound Fluorouracil Gel

DONG Gen-shan, LT Jin-wei, WANG Jiao-feng (He’ nan P wvincial People’ s Hospita l, Zhengzhou 450003, China)

ABSTRACT: OBJECTIVE To study the prepartion process, quality control and clinical effect of the compound fluorouracil gel.

METHODS The compound fluorouracil gel was prepared by m ixing the fluorouracil and hydrocortisone into catbomer 940 basis. Its
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quality indices, such as appearance, concentration, stability, irritation to skin etc were also detected. The clinical effect of the gel was

observed, too. RESULTS The quality of the gel was prom ising and easy to be controlled by HPLC, and its clinical effect was better

than the control group. CONCLUSION The preparation process of the compound fluorouracil gel is practicable, the method of quality

control by RP-HPLC is reliable and its clinical effect is good.
KEY WORDS: fluorouracil; hydrocortisone; gel; clinical effect
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12.5 g 1'g 30 g 100
g 94015 ¢ 1g 3.375 g
1 000 g.
2.2
3.375 g s
, , , 940
> 20% , pH
7.0. ,
3
3.1
3.2
3.2.1 (21395 4 g, 20 mL, 10
m in, R @) 2 mL, 1 mL,
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; 2, , ,
3.2.2 s @ 1 g 3 mL, ,
8§ mL, 70 °C 15 min,
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3.3.1 5 g 50 mL, 10 min,
pH 7.5 ~8.5.
3.3.2 2005 4 M ( )
3.4
3.4.1 Waters Nova PaK C, (150 mm x3.9
mm, 4 Bm); -0.5% (  0.005 mols L'
B 60: 40); : 248 nm; 2 1.0
mLe min"'; 20 BL; 2;
3 000.
3.4.2 50 mg.
S mg, s 25 mL ,
, 0.3,0.4,
0.5,0.6,0.7 mL, 10 mL (
, 20 BL “3.4.1”
(©) (A) ,
C=-1.644 +46.83A, r=0.999 8, 0.06
~0.14 mg* mL ' ;
C="-0.0096 +2.589A, r=0.999 9, 0.006 ~0.014
mge* mL ',
3.4.3 “3.4,27
1d 0,4,8,12,16h 5d “3.4.1”
, RSD
1.55%,1.86%; RSD

0.74% ,0.87% .

3.4.4 N
80% ,100% ,120%
100 g, s
100.7% ,RSD =0.55% ,(n=3).
99.8%, RSD=0.89%,(n=3).
3.4.5 “3.4.6” R
060328 s 100.2% , RSD
=0.60%(n=6); 99.84% , RSD =
0.76% (n=6).
3.4.6 5 g( 5 mg.
62.5 mg), s 15 mL s
25 mL s 0.5 mL 10 mL
s s s “3.4.17
20 L s
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Tab 1 Results of content detem ination in samples( n =3)

/% RSD /%
051221 100.5 98.94 0.62 0.79
060314 100.6 101.26 0.58 0.92
060328 100.2 99. 84 0.57 0.76
4
4.1
10 g, , 3000
rr min' 30 min,
4.2
(25 £2)C, 6
4.3
(5 £2)C, (40 X1)C
1 , , 40 C
5
5.1
2004 ~ 2005 97 s
s 75 s 30
2 s 7

5.2

172 2, s

, bid, 4 ,

2 2000 ~2001 30

~89 75 , [ ,
[41

5.3
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5.4

2

, 69.0%,
4.0%, (P<0.01),

Tab 2 Results of clinical application

/% /%
97 67 18 7 5 69.0 94.8
75 3 45 21 6 4.0 92.0
6
. 3
, , DNA
, 51 DNA
-940 ,
pH 7.0
; pH 8.5~9.0
, pH 7.5 ~8.5
R I
[s51
-940 ,
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