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1. HE x TOHTERIL 16%, y TOHRLEEHRIS %N THDH. ZDLED 2fHEIT,

TNEN—1&2THLING, ZHICEZRLT, xTiX4, yTlE7E%5.

2. LD1=20 mg/kg LDi/EDg9=2 LDs//ED50=1000 ToHoH. L7=H > T
EDg=10 mgkg TH 5. Z 2T, HEKISHBRAZEEIT T RO T,
LDoo/EDg9=LD50o/ED50=1000 ThbH. LIen-T , LDgo= 10,000 mg/kg

3. NOAEL II#FHFHABEZD R b7~ 72 20 mg/kg/day TH 5. Bin T
PEEEDRNZ ENDN->TNDOT, —HIFFEEREL, ZhiaLeffE 100
THE|-T, 0.2mgkg/day £725.
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1. GCP  Good Clinical Practice [ a5k oD 3 i ik 1
GDP  Good Distribution Practice i (F i 18 J& 7
GLP Good Laboratory Practice FEfRFER 0 Sk H v
GMP  Good Manufacturing Practice SiEEH# « S/E & B O FEUE
GPMSP Good Post-Marketing Surveillance Practice T4 iH# o £ e
GUP  Good Using Practice i iE 73 f# FIZ BS99 % M
ICH International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human Use H >k EU [

S HEIERAFERSZ (7E : harmonisation |X harmonization 23 1F LUVVE Y
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