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Preparation and Quality Control of Lidocaine Hydrochloride Oxymetazoline Solution
ZHOU Jun', ZHANG Hui’, CHEN Nai-jiang” (1.Lianyungang First People’ s Hospital, Jiangsu Lianyungang
222002, China;2.Lianyungang Institute for Drug Control, Jiangsu Lianyungang 222006, China)

ABSTRACT OBIJECTIVE: To prepare nasal vascular decongestion agent Lidocaine hydrochloride oxymetazoline solution with an-
aesthetic effect, and to carry out quality control of it. METHODS: Lidocaine hydrochloride oxymetazoline solution was prepared
with lidocaine and oxymetazoline as main components. The contents of lidocaine and oxymetazoline were determined by HPLC. RE-
SULTS: The preparation was colourless or yellowish transparent liquid, pH 6-7. The linear range of lidocaine and oxymetazoline
were 400.6-2 003 pg/ml (#=0.999 4) and 10.04-50.2 pg/ml (#=0.999 0). Average recoveries were 99.90% (RSD=1.12%, n=3)
and 99.89% (RSD=1.74% , n=3). CONCLUSIONS: The formulation and preparation technology are reasonable, and the prepara-

tion is controllable in quality.

KEYWORDS Lidocaine; Hydrochloride oxymetazoline; Preparation technology; Quality control
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Tab 1 Results of recovery test(n=3)

o AR, mg AR, mg BICR, % FHEER, % RSD, %
HBRAZ RN 16.02 15.87 99.1 99.90 112
16.02 16.13 100.7
16.02 15.80 98.6
20.03 20.33 101.5
20.03 20.19 100.8
20.03 19.95 99.6
24.04 2430 101.1
24.04 23.73 98.7
24.04 23.80 99.0
ERERFAH MR 0.402 0.392 97.5 99.89 1.74
0.402 0.400 99.5
0.402 0.410 102.0
0.502 0.495 98.6
0.502 0.512 102.0
0.502 0.498 99.2
0.602 0.605 100.5
0.602 0.590 98.0
0.602 0.612 101.7
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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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