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6.General Clinical Pharmacology Considerations for Pediatric

Studies for Drugs and Biological Products, Guidance for Industry,
FDA.2014 4 11 A.
7.Guideline on pharmaceutical development of medicines for

pediatric use,EMA.2014 4 2 A .

8. X% i i EEHR. FRG R N FA R R385 FE N
(fEK &A% ) 2020 4 8 H.
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11



BA: Bioavailability, 4 4% F B

BE: Bioequivalence, 4 #1%F&1%

BSA: Body surface area, A&k i AH

E-R: Exposure-Response, # #& -3

PBPK: Physiologically based pharmacokinetic, Z&F 4 2
W25 2 A

PD: Pharmacodynamics, 24§%3X%) fj %

PK: Pharmacokinetics, 241Xz fj %

popPK: Population Pharmacokinetics, ZE{RZ51K 30 17 5
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