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Preparation and safety evaluation of compound Clobetasol
propionate nanoemulsion

LAN Ying, OUYANG Wu-qing, SONG Guan-nan,
SUN Jiang-hong, WU Jing-chao

(College of Veterinary Science s Northwest A&F University ,Yangling , Shaanzi 712100, China)

Abstract: [Objective)] This study prepared a external oil-water (O/W) type of compound Clobetasol
propionate (CP) nanoemulsion which consist of Clobetasol propionate, Terbinafine and Amitraz. [Method]
Pseudo-ternary phase diagram was used to determine the best formula. Stability test was used to evaluate
its stability. Particle size and distribution were measured by particle size analyzer and transmission electron
microscopy,toxicity test was used to evaluate its safety. [Result] Compound Clobetasol propionate (CP)
nanoemulsion consists of 23% RH-40,15.4% ethyl acetate,1% Terbinafine,0. 05% Amitraz,0.05% Clo-
betasol propionate,60.5% distilled water. It has stable quality,the average particle size is 13. 7 nm,emul-
sion droplets distribute uniform,non-toxic and non-stimulation. [Conclusion] Compound Clobetasol propio-
nate (CP) nanoemulsion is an external drug with stable quality and safety in use.
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Fig. 1 Different surfactant of pseudo-ternary phase diagram
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Table 1 Particle size distribution of Compound CP nanoemulsion

Fif%/nm

Size 0~6.60 7.53 8.72 10. 10 11.70 13.50 15.70 18. 20 21.00 24. 40 >24. 40
AR/ %
Mean 0 0.3 4.6 11.4 17.7 20. 8 19.6 14.7 8.2 2.6 0
intensity

mE 1R 2l NRAMMRIKIL Y
Wi R 13,7 nm, BifR 7~9 nm WA KAH L

4.9%, Rif210~19 nm B 5 84. 2%, ki 2 21 ~25
nm 5 10.8% ., K 2 B, 9 KFL A S KA
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Fig. 2 The electron microscope of Compound

CP nanoemulsion
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Table 2 Average reaction value of Compound CP nanoemulsion single dosing of skin irritation test on rabbits (n=10)
21 5 ZiRY W ZZ ] /h Observed time
Group Test substance 1 24 18 79
e gz ik 2 19K F Blank nanoemulsion 0 0 0 0
Intact skin #2590k ¥ Compound CP nanoemulsion 0 0 0 0
W e 25 A9k 3L Blank nanoemulsion 0. 30 0 0 0
Damaged skin #2590k % Compound CP nanoemulsion 0. 30 0 0 0
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Table 3 SAverage reaction value of Compound CP nanoemulsion multiple dosing of skin irritation test on rabbits (n=10)

215 Zik Y WLEL M E] /d Observed time

Group Test substance 1 2 3 1 5 6 7 8 9 10
s e gl ik % 94K 3L Blank nanoemulsion 0 0 0 0 0 0 0 0 0 0
Intact skin #H 259K . Compound CP nanoemulsion 0 0 0 0 0 0 0 0 0 0
W5 Wk 23 Y4k F Blank nanoemulsion 0 0 0 0.27 5 55 0.27 0 0 0

Damaged skin #2599 K F Compound CP nanoemulsion
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Table 4 Average response of Compound CP nanoemulsion skin allergy test on guinea pigs (n=10)

ZiR W WLELRT ] /h Observed time &Y ‘ﬁﬁi?ﬁfﬁ
Test substance Sansitization Sansitization
o 6 24 48 72 Ce intensity
7= H 41Kk # Blank nanoemulsion 0 0 0 0 0 % None
#2591k F Compound CP nanoemulsion 0 0 0 0 0 J& None
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