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zation; SMO ) %5 AH 3¢ Il PR A 52 B4R 8 25T 4 1) 4% A KPP
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3.1

R IREREZIEMSE  Good Clinical Practice; GCP
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3 GCP 3 # 48 25 W I PR3 58 i 45 BEHLYE (Good Clinical Practice of pharmaceutical products) , {H 16 4% 57 %5 I

PR AR 56 5 4 45 PEBLYE (standard of quality management of medical device clinical trials) .
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%ISR case report form; CRF
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BHFHLIEEZRZ electronic information system
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ZHWIE  system validation
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