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Determination of Levetiracetam Concentration in Human Serum by HPLC
LI Hui-fen', ZHANG Yu-qgin', LIU Yan’( 1. Tianjin Children’s Hospital, Tianjin 300074, China; 2. Tianjin People’s
Hospital, Tianjin 300121, China)

ABSTRACT OBJECTIVE: To establish a method for the determination of levetiracetam concentrations in human serum. METH-
ODS: Serum samples were deproteinized with methanol. HPLC method was adopted. SunFire Cis column was used with mobile
phase consisted of 50 mmol/L phosphate buffer (pH 4.5)-acetonitrile (93.5:6.5) at the flow rate of 1.0 ml/min. The detection wave-
length was set at 205 nm. RESULTS: The linear range of levetiracetam was 2.0-60.0 mg/L(»=0.999 7), and the lowest limit of de-
tection was 0.5 mg/L; at three concentrations, the average recoveries were 97.72% , 97.67% and 97.82% , respectively; RSD of in-
tra-day were 2.74% , 1.84% and 1.62% ; RSD of inter-day were 4.21% , 1.89 and 2.24% respectively. Serum concentrations of le-
vetiracetam were 2.8-20.1 mg/L in 18 children [Levetiracetam tablets 30-60 mg/(kg-d)] with average concentration of (9.53 +6.12)
mg/L, showing significant individual difference. CONCLUSIONS: The method is precise, accurate and specific with sound recov-
ery.
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Study on the Dissolution of Compound Paracetamol || Capsules and Bioequivalence in Healthy Volunteers
YU Chun-mei,ZHOU Cheng-lin, XU Jie, CHEN Lan, LUO Hong,PU Dao-jun(Institute of Drug Reaserch, South-
west Pharmaceutical Co., Ltd., Chongqging 400038, China)

ABSTRACT OBJECTIVE: To study the dissolution of Compound paracetamol I capsules and bioequivalence of it and tablet on
the market. METHODS:: First method of appendix in 2010 edition of Chinese Pharmacopoeia (part 1 XC) was adopted in the de-
termination of dissolution, which was as follows: hydrochloric acid slontion as medium; rotation speed of 100 r/min; detection
wavelength of 273 nm. By randomized crossover study of bioequivalence, 18 healthy volunteers were given Compound paracetamol
Il capsules (test preparation) and Compound paracetamol II tabelts (reference peparation). The blood concentration of
paracetamol was determined by HPLC-MS/MS. RESULTS: The accumulative dissolution of paracetamol and caffeine in two prepa-
rations exceeded 85% in 15 mins; similarity factor (f;) of propyphenazone was 85; the relative bioavailability of test preparation to
reference preparation were (103.2 £ 11.3)% for paracetamol, (108.0 +29.5)% for propyphenazone and (110.1 +48.3) % for caf-
feine. CONCLUSIONS: In vitro dissolution behavior of two preparations is similar, and two preparations are bioequivalent in vivo.

KEY WORDS Compound paracetamol Il capsules; Caffeine; Propyphenazone; Dissolution; Bioequivalence
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