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Experience of Establishment and Continuous Improvement of Therapeutic Drug Monitoring Quality Con-
trol System in Our Hospital
CHENG Li-jing, MA Jun, LI Qian,ZHAO Guan-ren, FENG Duan-hao (Dept. of Pharmacy, No. 309 Hospital of
PLA, Beijing 100091, China)

ABSTRACT OBJECTIVE: To establish and optimize therapeutic drug monitoring (short for “TDM”) quality control system, and
to improve the quality of blood concentration monitoring. METHODS: By means of establishment or improvement of TDM regula-
tion and operation rules, all the experiments’ records were standardized and results of quality control were analyzed. RESULTS: 34
systems and standard operation rules of equipments and 7 records were established and improved. Results of quality control were ana-
lyzed using quality control diagram to find out-of-control reasons. Regular personnel training and assessment guaranteed the accuracy
of blood concentration monitoring in all aspects. CONCLUSIONS: All responsible personnel in different positions work together to es-
tablish TDM monitoring quality control system, which will play an important role in reasonable, safe and economical drug use.
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Study on Bioequivalence of Glucosamine Indometacin Enteric-coated Tablets in Healthy Volunteers
HUANG Tian-wen', WEN Jun®, LI Yan',PAN Wen', LEI Yu'(1. Guangxi Tumor Hospital, Nanning 530021, Chi-
na;2. The First Affiliated Hospital of Guangxi University of TCM, Nanning 530023, China)

ABSTRACT OBIJECTIVE: To study the bioequivalence of 2 kinds of Glucosamine indometacin enteric-coated tablets in healthy
volunteers. METHODS: In randomized crossover design, 20 male healthy volunteers received single dose of test preparation or ref-
erence preparation (1 piece) of Glucosamine indometacin enteric-coated tablets orally. The blood concentration of glucosamine indo-
metacin was determined by HPLC. The data were analyzed by 3p97 program. RESULTS: Main pharmacokinetic parameters of test
preparation and reference preparation were as follows: fme were (3.36 £ 0.87)h and (3.11 £ 0.79)h; ¢ were (5.91 + 1.60) mg/L
and (6.01 £1.10)mg/L; t,» were (7.46 £1.97) h and (7.51 £ 2.64)h; AUCo-, were (17.36 +4.04)mg-h/L and(16.09 + 3.08 )mg-h/
L; AUC,-.were (19.34 +4.26) mg-h/L and (17.58 + 3.58) mg - h/L. The relative bioavailability of test preparation was (109.5 +
13.6)%. There was no statistical significance in AUCq-=, Cuux, fi2 and fu between them (P>0.05). CONCLUSIONS: 2 kinds of
Glucosamine indometacin enteric-coated tablets are bioequivalent.

KEY WORDS Glucosamine indometacin; Bioequivalence; HPLC; Pharmacokinetics
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