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Preparation and Quality Control of Compound Fleroxacin-tinidazole Vaginal Effervescent Suppository
CHEN Mei(Dept. of Pharmacy, Lianyugang First People’s Hospital,Jiangsu Lianyugang,222001,China)

ABSTRACT OBJECTIVE: To prepare the Compound fleroxacin-tinidazole vaginal effervescent suppository and establish a meth-
od for its quality control. METHODS: Fleroxacin hydrochloride was compatible with tinidazole to form the vaginal effervescent sup-
pository. The contents of 2 main components were determined by HPLC, and quality control method was initially used to investi-
gate its stability and irritation. RESULTS: The preparation was faint yellow conical in shape. The identification and examination
items were in line with the requirements of Chinese Pharmacopeia (2010 edition), and each suppository contained fleroxacin 200
mg and tinidazole 500 mg. The linear ranges of fleroxacin and tinidazole were 10.0-80.0 pg/ml (»=0.998 6) and 20.0-160.0 pg/ml
(r=0.999 4), respectively; average recoveries were 99.90% (RSD=0.57% , n=3) and 99.94% (RSD=0.23% , n=3) respective-
ly. The indicator of preparation was stable at 5 C, 25 °C and 35 °C for 3 months, and local use of the preparation had no signifi-
cant irritation to vagina of rabbits. CONCLUSIONS: The preparation is feasible in technology and controllable in quality.
KEYWORDS Fleroxacin; Tinidazole; Vaginal effervescent suppository; Preparation; Quality control; HPLC
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Fig1 HPLC chromatograms
A. blank excipients; B. reference solution; C. sample solution; 1. flerox-

acin; 2. tinidazole
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Tab 1 Results of recovery tests(n=3)

BEWE i
RSD, JAZ, WfE, BfE, x, RSD,

DA, WRHE, FeR, X,
pg/m pg/ml % % % pg/m pg/ml % % %
6.47 6.35 98.15 1633 16.27 99.63
6.47 649 10031 1633 1636 100.18
6.47 6.2 100.77 1633 16.30 99.82
8.02 8.09 10087 99.90 057 2046 2043 99.85 99.94 023
8.02 8.08 10075 2046 20.40 99.71
8.02 798 99.50 2046 20.51  100.24
9.65 9.59 99.38 2491 2497 100.24
9.65 9.60 99.48 2491 2490 99.96
9.65 9.64 99.90 2491 2486 99.80
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