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QIAMAIE Eoxtel ok HC-BP-210a.1 T MA X AMAIY YoM 22 A etXte| oS B L/ BE UMAE ZI3 A ZH|2|2HE7M|IZ=SHR| @ 3](ICH: International Council for Harmonisation)2| J&AIY 22| 7|&
5t7| Qs gta| =xtof| chet =2 (GCP: Good Clinical Practice)of| [t204, RIAMA|Z D0l M CHaRIe| QHH 2 M2 |0l RISHE 7tot= &0] YASHK| ob=X] =L/
@l 22| 78 Y XA EEZIYX|EIM(SOP: Standard Operating Procedure)of (2} ZLIE{ZS Saff 22[st JASLICH
=LH/2| AA|E4ET|2HCRO: Contract Research Organization)0l| 2122 QIEGHE 22 CRO MY G 2t |of 2kst XA SOPO|
7510 CROZ| AIAIR B2| 7|&E 3 EEXAXIEIM0]| 2t AR E S3llot=X] 22|, 2=t JASLICE
HC-BP-210a.2 (1) Rph&! =x| X|A|(Voluntary Action Indicated, VA 2! (2) ZHA| | %2 370 7|ZH20223~202413) SOt TEALOf| A VAIQF OAI AFRHO| EHASER| FQk&SLCY.
ZX| X|A|(Official Action Indicated, OANZ O] QAFAIE 2|
gl ok ZFA| 2t FDA 2|2| AEH ZAKSponsor Inspections) 744~
HC-BP-210a.3 N Ao aA|E D st A MR Qlel LAst &2 37HEH(2021H~2023 1) SO TANE THU =AM LMAIE S E5HK| foDq, 0|t TR E BN MXIZ olst 2HH
Y &4 ST WHSIR| pAUSLICE
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