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ISO 15189:2022- "Medical laboratories — Requirements for quality and competence"

ISO 5725-2: 2019- "Accuracy (trueness and precision) of measurement methods and results -
Part 2: Basic method for the determination of repeatability and reproducibility of a standard
measurement method".

02017R0746 — EN — 10.01.2025 — 005.001 — 1: "REGULATION (EU) 2017/746 OF THE
EUROPEAN PARLIAMENT AND OF THE COUNCIL, of 5 April 2017 on in vitro diagnostic medical
devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU"

Laboratory Test Verification and Validation Toolkit: March 2024.
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https://eur-lex.europa.eu/eli/reg/2017/746/2025-01-10/eng
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