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Preparation and Quality Evaluation of Terbinafine Microemulsion-based Gel
ZHANG You-zhi, YANG Xiao-yan, CUI Ying (The Affiliated Tianyou Hospital of Wuhan University of Science
and Technology, Wuhan 430064, China)

ABSTRACT OBIJECTIVE: To prepare Terbinafine microemulsion-based gel, and to evaluate the quality of it. METHODS: The
emulsifier and oil phase were selected with solubility as index. Ternary phase diagrams of different microemulsion system was used
to select the amount of oil, emulsifier and co-emulsifier. Direct swelling method was used to prepare microemulsion-based gel; the
content, in vitro percutaneous permeation, skin irritation and stability were all investigated. RESULTS: The optimized formulation
(100 g) included propylene glycol dicaprylate 14.0 g, polyoxyethylene-35-castor oil 40.0 g and propylene glycol 2.0 g. The pre-
pared Terbinafine microemulsion-based gel was qualified in quality; 12 h accumulative permeation was (1 283.7 £ 33.5) pg/cm’ in
vitro; 24 h skin irritation score was 0.1 and 48 h skin irritation score was 0 (no irritation) ; no obvious change was found in stabili-
ty. CONCLUSIONS: The preparation formulation is reasonable and it is controllable in quality.

KEYWORDS Terbinafine; Microemulsion-based gel; Preparation; Quality evaluation
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Fig 2 Percutaneous permeation of Terbinafine microemul-
sion-based gel and Terbinafine microemulsion solution in vitro
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Determination of the Dissolution of (E)-4-[2- (4-chlorophenoxy ) -2-methylpropanoyloxy]-3-methoxyphenyl
Acrylic Acid Capsules

HU Qing-mei, PENG Hong, CHENG Qing-zheng (College of Pharmacy, Jiangxi University of Traditional Chi-
nese Medicine, Nanchang 330004, China)

ABSTRACT OBJECTIVE: To establish a method for determining the dissolution of (E)-4-[2- (4-chlorophenoxy ) -2-methylpro-
panoyloxy]-3-methoxyphenyl acrylic acid (AZ) capsules. METHODS: Paddle method was adopted using 0.8% sodium dodecyl sul-
fate solution as dissolution medium with a rotation speed of 75 r/min. The samples were collected at 45 min. The contents of AZ
capsules were determined by UV spectrophotometry at detection wavelength of 275 nm. RESULTS: The linear range of AZ was
10.13-30.40 pg/ml (»=0.999 8) with an average recovery rate of 100.3% (RSD=0.47% , n=3). Accumulative dissolution rates of
3 batches of samples within 45 min were (99.4 £ 0.22) %, (99.0 £ 0.26)% and (98.4 £ 0.18)% , and RSDs were 0.21%, 0.25%
and 0.23% (n=6), respectively. CONCLUSIONS: The method is easy to operate and the results of determination are accurate. It
can be used for the dissolution test of AZ capsule.

KEYWORDS (E)-4-[2-(4-chlorophenoxy ) -2-methylpropanoyloxy]-3-methoxyphenyl acrylic acid capsules; Dissolution determina-
tion; Paddle method; UV spectrophotometry
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