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Analysis of Monocrotaline in Seed of Crotalaria assamica Benth.

Jiang Liqun' , Cheng Min® ,Gao Qiufang®, Tang Jun' (1. College of Pharmacy , Wuhan University , Wuhan 430072, China;2. Wuhan Insti-
tute for Food and Drug Control )

ABSTRACT Objective; To establish an HPLC method for determination of monocrotaline in the seed of Crotalaria assamica Benth.
and its decoction. Method; The HPLC separation was performed on a Diamonsil C;s (200 mm x4. 6 mm,5um) column with a mixture
of acetonitrile-0. 01 mol+L ™" potassium dihydrogen phosphate-triethylamine (5:95:0. 1,adjust pH to 3. 0 with phosphoric acid) as the
mobile phase,at a flow rate of 1. 0 ml-L~'. The detection wavelength was at 205 nm,and column temperature at 25°C. Result; The lin-
ear response of monocrotaline ranges from 0. 102-1. 020 mg-ml™' (r=0.999 6,n=5). The average recovery of monocrotaline was
98.2% with RSD 2.7% . The content of monocrotaline in the seed drug and its decoction was 2. 6% and 15% , respectively. Conclu-
sion: The method is simple,accurate,and reproducible , which can offer reference for the quality control of Crotalaria assamica Benth.
and its toxicological study.
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Pharmacokinetics and Bioequivalence of Pidotimod Syrup in Healthy Volunteers

Chen Qian,Liu Dong ( Department of Pharmacy of Tongji Hospital, Tongji Medical College , Huazhong University of Science and Tech-
nology , Wuhan 430030, China) '

ABSTRACT Objective: To study the relative bioavailability and bioequivalence of pidotimod syrup in healthy volunteers. Method :
A single oral dose of pidotimod (800 mg test and reference preparations) were given to 20 male healthy volunteers in a randomized
crossover study. The concentration of pidotimod in plasma was determined by HPLC. The pharmacokinetic parameters were calculated
and the relative bioavailability and bioequivalence of two formulations were evaluated by DAS ver2. 1 program. Result: Afier a single
dose , the pharmacokinetic parameters of the test and reference pidotimod were as follows;C,,,. (4.45 +1.80) pg-mi™' and(5.17 £
1.57) pgeml™ ¢, (2.28 +0.550) h and(2.18 £0.61) h,t,,(2.27 £1.07) hand (1.98 +0.77) h,AUC,,,(21.77 +6.48) pg*
heml™" and (21.13 £5.30) pg-h-ml™'  AUC, (22.28 £6.48) pg-h-ml™' and {21.56 +5.36) pg-h-ml"’, respectively. The
90% confidential interval of AUC,, ,AUC,, and C, . were 89.2%-116.4% ,89.8%-116.9% and 74. 8% -94. 2% , respectively. The
relative bioavailability was (108.20 + 37.13)% . Conclusion; The results of the statistic analysis showed that the two formulations
were bioequivalent.

KEY WORDS Pidotimod; Pharmacokinetics; Bioequivalence; HPLC
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