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STV YN DMIPY NN NYIN VTN JTIIN /Y TN YOI NYIN : YTHRN MNYY AN NVINY 1IN

man 3.0

95 NN PPN TADNN YR NNVIANI NN MININ INRWI Y20 PNIRD NPNIN DIWIT NN N DN
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ST DYPNR NOYON YDNY ,NDTIN ,DOVIN YN NNVIAN , N8N

oW 0vanon 4.0

4.1 1SO 15189: Medical laboratories — Requirements for quality and competence.
4.2 ISO/IEC 17025: General requirements for the competence of testing and calibration laboratories
4.3 1SO/IEC 17020: General criteria for the operation of various types of bodies performing inspection
4.4 ISO/IEC 17043: Conformity assessment - General requirements for proficiency testing
4.5 1SO 17034: General requirements for the competence of reference material producers
4.6 OECD Series on Principles of Good Laboratory Practice and Compliance Monitoring Number 1
including relevant advisory documents
4.7 EMAJINS/GCP/532137/2010: Reflection paper for laboratories that perform analysis or evaluation
of clinical trial samples
4.8 21 CFR Code of Federal Regulations Part 11: Electronic Records; Electronic Signatures - Scope
and Application
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