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Analysis of Population Pharmacokinetics of Ilaprazole Enteric-coated Tablet in Chinese Patients by NON-
MEM Program

LIANG Jia-bi', JIAO Zheng’, CHEN Yi-shen', FENG Wen-zhou’, TIAN Lin', HU Hai-tang', QIN Xiang-hong' (1.
The Fifth Affiliated Hospital of Sun Yat-sen University, Guangdong Zhuhai 519000, China; 2. Huashan Hospital
Affiliated to Fudan University, Shanghai 200040, China; 3. Saifeng Pharmaceutical Co., Ltd., Guangzhou
510006, China; 4. Livzon Pharmaceutical Co., Ltd., Guangdong Zhuhai 519000, China)

ABSTRACT OBJECTIVE: To investigate the population pharmacokinetics (PPK) of ilaprazole in Chinese patients after oral ad-
ministration of ilaprazole. METHODS: The blood samples were collected from 70 patients with gastric ulcer or reflux after taking Il-
aprazole enteric-coated tablet orally. The plasma concentrations of ilaprazole were determined by HPLC-MS/MS. The PPK character-
istics of ilaprazole in Chinese were analyzed with NONMEM program. RESULTS: Weibull model was established, and the PPK pa-
rameters were obtained: CL/F was 2.74 L/h; V/F was 12.6 L; K, was 0.361; Gama form factor was 2.19; GEN CL was 0.881.
CONCLUSIONS: Established model has a good fitness for ilaprazole pharmacokinetics. The CL/F are mainly influenced by gender.
The body weight, height, AST, ALT, creatinine and primary diseases (gastric ulcer or reflux) all do not influence the PPK behav-
ior of ilaprazole in target volunteers in vivo.
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Fig 1 Scatter diagram of measured value vs. population pre-
dictions and measured value vs. individual predictions

A. population predictions; B. individual predictions
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Fig 2 Scatter diagram of residuals vs. individual predictions
and weighted residuals vs. time

A. residuals vs. individual predictions; B. weighted residuals vs. time
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Fig 3 Scatter diagram of weighted residuals vs. popular pre-
dictions
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Uncertainty Evaluation for the Determination of Zidovudine Concentration in Human Plasma by LC-MS/MS

CAO Guo-ying', QI Wen-yuan', ZHANG Shuai"*, SHI Ai-xin', HU Xin'(1. Dept. of Pharmacy, Beijing Hospital,
Ministry of Public Health/Beijing Key Laboratory of “Drug Risk Evaluation and Personalized Medication”, Bei-
jing 100730, China; 2. College of Pharmacy, Peking University Health Science Center, Beijing 100091, China)

ABSTRACT OBIJECTIVE: To evaluate the uncertainty of the determination of zidovudine concentration in human plasma by
LC-MS/MS. METHODS: The various factors influencing the uncertainty in the whole process of determination, including preci-
sion, weighing, solution preparation, plasma containing drug preparation, plasma extraction, the apparatus and calibration curves
fitting, were all analyzed and estimated. The uncertainty and synthetic uncertainty of each variable were calculated. The expanded
uncertainty was analyzed with all the components. RESULTS: When the confidence probability P=95% , the expanded uncertainty
for low, medium and high (25, 200, 750 ng/ml) concentration of zidovudine were 8.54, 17.69, 81.87 ng/ml, respectively. CON-
CLUSIONS: This method is suitable for the uncertainty evaluation for the determination of zidovudine concentration in human plas-
ma by LC-MS/MS, and provides reference for uncertainty evaluation of complex biological matrix analysis.
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