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RT3z LixTEin,

7£2.1: ICH (International Conference on Harmonisation of the Technical Requirements for
Registration of Pharmaceuticals for Human Use) TiZ, FaE 1 B4 L W Non—clinical Safety
Studies for the Conduct of Human Clinical Trials for Pharmaceuticals (&35, OG5
D HOHBERLZEERROEMIFIZONTOHA FFA L OREIZHNT) ] ORITO=H
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REMMER 7 ) = T EITH 2 L Th D, FHRYE OIS M P B ERHE 48 &
(CTHELEBIT, B MRS ERIICBRTD 2 L RUDFA A—2 0 FHif
Lo THEMEESMOERRNICE T 5 RTERSTEESARICET AR E2EL e L
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3. ST B MR A e AR
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E3-1 : [ICHTEHEE, TEEMLOBKEARBRO - DOIEFERLZ M RBOERER I c >V TOH A
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toxicity study” OBERTTHFA L LTHREW,

M 3-3 B s oLl o b R ROBEREMEORIECFN L OREOEIZE
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13-4 : Munro & (1996) Y OfEHTIZ - % . JECFA (WHO Technical Report Series 868,
49" report of the Joint FAO/WHO expert Committee on Food Additives)® (ZfEdhH
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neEDZ e, BE, AROBREICIZ2FEVEDHEEEZRET I HIEE LT—RICEAE
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PRVEEHERL D Cmax ME L E Z AT B THE FTHIEDRRIAT A EEHELTVD), X5,
WO FAERE, B, & FTOMBEY o R ZREER O B MBI B0 A (V) 2 HEE
T4, &io, b MEE Cmax & Vd DG, B b TORGMRAZ T 5, Cmax TH <L, AUC
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