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Preparation and Quality Evaluation of Itraconazole Suspension Eyedrops
LI Yu-xian,ZHAO Rui-ting(Dept. of Pharmacy, Chongqing First People’s Hospital, Chongqging 400011, China)

ABSTRACT OBJECTIVE: To prepare Itraconazole suspension eyedrops and to evaluate the quality. METHODS: The mass frac-
tion of carboxymethylcellulose sodium, tween-80 and sodium citrate were optimized by orthogonal experiment with sedimentation
volume ratio as index. The content of itraconazole was determined by UV spectrophotometry. The quality and stability of samples
prepared by optimal technology were detected, and 10 healthy New Zealand white rabbits were selected for eye irritation test. RE-
SULTS: The mass fraction of carboxymethylcellulose sodium, tween-80 and sodium citrate were 2.5% , 0.1% and 2.5%. The lin-
ear range of itraconazole was 4.48-38.08 pug/ml (»=0.999 9) with an average recovery of 99.98% (RSD=0.11% ,n=3). The prop-
erty, pH value, content determination, particle size and sedimentation volume ratio of Itraconazole suspension eyedrops by the opti-
mal formula were in line with the standards stated in Chinese Pharmacopeia (2010 edition) ; the content of itraconazole were
100.5% , 99.6% , 99.8% and 99.9% within 0, 1, 2 and 3 months, and other index had no significant change; results of eye irrita-
tion test were in line with the requirements. CONCLUSIONS: The preparation technology of eyedrops is simple in technology and

stable in quality. UV spectrophotometry is simple and accurate for content determination.
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Tab 1 Factors and levels(%)

- ES
7k—iL A B C
1 1.5 0.05 1.5
2 2.0 0.10 2.0
3 2.5 0.15 2.5

PR 1 AR 2.1 R AR BRIEA T, LA IR TR ¢
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Tab 2 Results of orthogonal experiments

Lo(3")IEZ2 #4551 (RN )

R B TUEE

1A 2(B) 3(C) 4 b
1 15 0.05 15 1 0.88 AFFEHE
2 15 0.10 2.0 2 0.90  AFFEHE
3 15 0.15 25 3 0.90 AFFEHLE
4 2.0 0.05 2.0 3 092  FFEME
5 2.0 0.10 25 1 093  FFHEHE
6 2.0 0.15 1.5 2 092  fFHEHE
7 25 0.05 25 2 096  FFAHLE
8 25 0.10 15 3 0.94  FFEME
9 25 0.15 2.0 1 095  FFAME
K, 2.68 2.76 2.74
K, 277 2.77 2.77
Ks 2.85 277 2.79
R 0.057  0.003 0.017
w3 FHEDH
Tab 3 Analysis of variance
Jr2ERIE B [ LE- F P
A 0.004 823 2 0.002412 5544 <0.05
B 0.000 023 2 0.000 012 026 >0.05
C 0.000 423 2 0.000 212 486 >0.05
DGERZ)  0.000 087 2 0.000 044
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Fig1 UV absorption of itraconazole
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Tab 4 Results of recovery tests(n=3)

PUATRERRE, WARRE, R, ERERCE, RSD,

wg/ml pg/ml % % %
16.02 16.04 100.12
16.01 99.94
16.00 99.87
20.03 20.00 99.85
20.02 99.95 99.98 0.11
20.04 100.05
23.98 24.01 100.13
24.00 100.08
23.95 99.88
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