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Medical laboratories — Requirements for quality and competence
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Medical laboratories — Requirements for safety
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Clinical laboratory testing and in vitro diagnostic test systems — Reference
method for testing the in vitro activity of antimicrobial agents against yeast
fungi involved in infectious diseases

ISOAWI 18113-3

In vitro diagnostic medical devices — Information supplied by the
manufacturer (labelling) — Part 3: In vitro diagnostic instruments for
professional use
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In vitro diagnostic medical devices — Information supplied by the
manufacturer {labelling) — Part 4. In vitro diagnostic reagents for seli-testing
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In vitro diagnostic medical devices — Requirements for establishing
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Clinical laboratory testing and in vitro diagnostic test systems —
Susceptibility testing of infectious agents and evaluation of performance of
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ISO/DIS 21151
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Biorisk management for laboratories and other related arganisations
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Muolecular in vitro diagnostic examinations - Specifications for pre-
examination processes for circulating tumaor cells (CSTCs) in venous whaole
blood - Part 1: Isolated RMA

EpRENTS 17380-2

Molecular in vitro diagnostic examinations - Specifications for pre-
examination processes for circulating tumeor cells (CTCs) in venous whaole
blood - Part 2: Isolated DMA

QIR 150 207762 (=,

Climizal laboratory testing and in vitro diagnostic test systems -
Susceptibility testing of infectious agents and evaluation of parfermance of
antimicrobial susceplibility test devices - Part 2: Evaluation of performance
of antimicrobial susceptibility test devices

EprRENTS 17200-3

Molecular in vitro diagnostic examinations - Specifications for pre-
examination processes for circulating tumaor cells (STCs) in venous whaole
blood - Part 3: Preparations for analytical CTC steining

EoERLIST 17511

Im vitro diagnostic medical devices - Reqguirements for establishing
mefrological fraceability of values assigned to celibrators, trueness control
materials and human samples (ISOFDIS 17511:2015)

EptERL IS0 22307

Medical Iaboratones - Application of risk management to medical
laboratories (ISCOFDIS 22367-2018)

ROCENTS mxx

Molecular in vitro diagnostic examinations - Specifications for pre-
examination processes for venous whole blood - Isclated circulating cell
free RMA from plasma
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examination processes for metabolomics in urine, venous blood serem
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measurement and implementation
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Molecular in vitro diagnostic examinations - Specifications for pre-
examination processes for Fine Meedle Aspirates (FMNA) - Part 2: Isolated
proteins

BRI TS =xx

Muolecular in vitro diagnostic examinations - Specifications for pre-
examination processes for exosomes and other extracellular wvesicles in
wvenous whole blood - Isolated RMA, DMA and proteins

ROCENTS oo

Muolecular in vitro diagnostic examinations - Specifications for pre-
examination processes for Fine Meedle Aspirates (FMNA) - Part 1: Isolated
callular RMA

QRIS oo

Muolecular in vitro disgnostic examinations - Specifications for pre-
examination processes for urine and other body fluids - Isolated cell free
DA
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Muolecular in vitro diagnostic examinations - Specifications for pre-
examination processes for Fine Meaedle Aspirates (FMNA) - Part 3: Isolated
genomic DMNA
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Molecular in vitro diagnostic examinations — Specifications for pre-
examination processes for human specimen — Isolated microbiome DMNA
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Medical Iaboratones - Requirements for quality and competence

QUERL IS0 18256 =y,

Clinical laboratory testing and in vifro disgnostic test systemns - Reference
miethod for testing the in witro activity of antimicrobial agents against yeast
fungi invohred in infectious diseases

QIERL IS0 20166-4

Molecular in vitro diagnostic examinations - Specifications for
preexspnatipp, processes for fappalpfixed, and parafiin-embedded
[FFFPE) fissue - Part 4: in situ detection technigues

oEML IS0 20184-3

Muolecular in vitro disgnostic examinations - Specifications for pre-
examinstion processes for frozen tissue - Part 3- [solsted DA

QrERL IS0 207761

Susceptibility testing of infectious agents and evalustion of performance of
antimicrobial susceptibility test devices - Part 1: Broth micro-dilution
reference method for testing the in vitro activity of antimicrobial agents
against rapidly growing aerchic bacteria involved in infectious diseases
[IS0/DIS 20776-1:2018)




