250 mg
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32 500mg s
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m ax
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B ioavailability and Bioequivalence Study of Levofbxacin Tablets in Chinese Healthy V olun teers

7HOU Zhrling YU Xtyong YANGM in , SHAN Zhrxn, LIN Q u-xbng CHEN Shu-zhen CHEN T ie-feng DENG
Chun-yu ZHENG M eng LIU Xiao-ying JANG Gui-feng L IN Shu-guang (Research C enter of M el ical Sciences Guangdong
Provincial Peop le sH ospital Guangzhou 510080 Chna)

ABSTRACT OBJECTIVE The ain & to study the relative bioavaihb ility of levofbxacin tablet n Ch nese healthy volin teers and to
evaluate the bioequivalence METHODS A singk oral dose 200mg of test and reference fomulatbns was given to 20 healthy
volunteers n a randan ized cossover study The concentrations of levofbxacin in plasn aw ere determn ned by H PLC. RESULTS The
main pham acok netic param eters of two fomu latons test and reference were as folbws ¢, were (1L 0£3 2)h and (9 5F2 6) k

T were (090%0 46)h and (1. 310 62) k€ were (2 7£0 75)lg* mL ! and (2 65£0 70)Hg* mL-% AUC,_, were
(16 6£3 0)lg* he mL™' and (16 5%2 6)Hg* h* mL™'; AUC, ,, were (18 23 9)Hge he mL™' and (18 9£3 2)

Wg he mL™" respectively The relative b vavailab ility of AUC,_, was ( 100 6 £10 2)% . The results of ANOVA and tv o one sided
¢ test statistical analysis for In €, , In AUC; ;and InAUC,_ ,, showed hat o Hmuhtinswere bioequivalent The 90% confidence
interval of AUC, ; and AUC,_,, were 100 3% ~ 113 (% and 100 1% ~ 112 2%, n the range of 80~ 1250; C, . was 95 0% ~

115 4%, also n the range of 70% ~ 143, so the o tablets were bbequivalent CONCLUSION The test and reference

levofbxacin tablets were bioequivalent

KEY WORDS levofbxacit b bequ vaknce H PLC

( kvofloxacin) , 040468 100 mg* ')
12
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) .
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100,250 5 00Mge mL™' , :Y=20089C+0Q 0021 r=
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134 ,
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15 Fig 1 Mean plasna levels tme curves after adn nistraton of
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Pharm acok inetics and B bequivalence of Om eprazole Enter ic-coated Capsules in Chinese healthy volun teers

ZHOU Yun-fang, ZOU X iao-hua', DA T Zong-shun’ ( L The Second People’ sHopital of Lishui Ciy; Lishui 323000 China
2 Institute of C linical Pham acology, Tongji M al ical College of H uazhong Unwersity of S cience and Technology, Wuhan 430030 China)

ABSTRACT: OBJECTIVE To study the Phamacokietics and B bequivaknce of Omeprazole Enteric-coated C apsules n Chinese
healthy volinteers METHODS A single oral dose (40m g of tested and reference fom ulation) were given to 20 healthy voln teers in
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