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 “The data pursuant to the provisions of the last part of Article 
14, Paragraph 3 of the Law shall be collected and complied as 
specified in the MHW Ordinance on Implementation Standards for 
Non-Clinical Studies on Safety of Drugs (MHW Ordinance No.21, 
1997) , !!  , MHLW Ordinance on Implementation Standards for 
Non-Clinical Studies on Safety of Medical Devices (MHLW 
Ordinance No.36, 2005) !!.”
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•  weight of sample
•  sample processing (extraction, 

derivatization, etc.) 
•  pre-measurement: 

 system suitability, calibration 
•  measurement:  

  QC sample, (incurred sample)
•  acceptance or rejection of raw data 
•  calculation of TK parameters  
•  statistical calculation
•  reports 
•  storage of sample and data
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