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11.
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CLSL Evaluation of Stability of In Vitro Diagnostic Reagents;Approved Guideline. CLSI
document EP25-A. Wayne, PA: Clinical and Laboratory Standard Institute; 2009

CLSI. Evaluation of Precision Performance of Quantitative Measurement Methods;
Approved Guideline - Second Edition.CLSI document EP5-A2. Wayne, PA: Clinical and
Laboratory Standard Institute; 2004

. CLSL User Protocol for Evaluation of Qualitative Test Performance; Approved Guideline -

Second Edition. CLSI document EP12-A2. Wayne, PA: Clinical and Laboratory Standard
Institute; 2008
CLSL. Protocols for Determination of Limits of Detection and Limits of Quantitation;
Approved Guideline. CLSI document EP17-A. Wayne, PA: Clinical and Laboratory Standard
Institute;2004

. CLSL Evaluation of the Linearity of Quantitative Measurement Procedures: A Statistical

Approach; Approved Guideline. CLSI document EP6-A. Wayne, PA: Clinical and Laboratory
Standard Institute; 2003

CLSL. Method Comparison and Bias Estimation Using Patient Samples; Approved
Guideline - Second Edition(Interim Revision). CLSI document EP9-A2-IR. Wayne, PA:
Clinical and Laboratory Standard Institute; 2010

. CLSL Interference Testing in Clinical Chemistry; Approved Guideline - Second Edition.

CLSI document EP7-A. Wayne, PA:Clinical and Laboratory Standard Institute; 2005
Guidance for Industry and FDA Staff: Design Considerations for Devices Intended for
Home Use — Draft Guidance, 2012

Guidance for Industry and FDA Staff: Self-Monitoring Blood Glucose Test Systems for
Over-the-Counter Use — Draft Guidance, 2014

Guidance for Industry and FDA Reviewers/Staff: Guidance for Over-the-Counter(OTC)
Human Chorionic Gonadotropin(hCG) 510(k)s, 2000

Guidance for 510(k)s on Cholesterol Tests for Clinical Laboratory, Physicians' Office
Laboratory and Home Use, 1995

ISO 13485, Medical devices — Quality management systems — Requirements for regulatory

purposes
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20.

21.

22.

23.

24.

25.

26.
27.
28.

29.
30.

ISO 14971, Medical devices — Application of risk management to medical devices
ISO 17511, In vitro diagnostic medical devices — Measurement of quantities in biological
samples — Metrological traceability of values assigned to calibrators and control materials
ISO 18113-1, In vitro diagnostic medical devices — Information supplied by the manufacturer(labelling)
— Part 1: Terms, definitions and general requirements

ISO 181134, In vitro diagnostic medical devices — Information supplied by the manufacturer(labelling) —
Part 4: In vitro diagnostic reagents for self-testing

ISO 18113-5, In vitro diagnostic medical devices — Information supplied by the manufacturer(labelling)
— Part 5: In vitro diagnostic instruments for self-testing

ISO 15197, In vitro diagnostic test systems —Requirements for blood-glucose monitoring
systems for self-testing in managing diabetes mellitus

ISO 23640, In vitro diagnostic medical devices — Evaluation of stability of in vitro
diagnostic reagents

IEC 60068-2-64, Environmental testing — Part 2-64: Tests — Test Fh: Vibration, broadband
random and guidance

[EC 61010-1, Safety requirements for electrical equipment for measurement, control, and
laboratory use — Part 1: General requirements

IEC 61010-2-101, Safety requirements for electrical equipment for measurement, control
and laboratory use — Part 2-101: Particular requirements for in vitro diagnostic(IVD) medical
equipment

IEC 61326-1, Electrical equipment for measurement, control and laboratory use — EMC
requirements — Part 1. General requirements

IEC 61326-2-6, Electrical equipment for measurement, control and laboratory use — EMC
requirements — Part 2-6: Particular requirements — In vitro diagnostic(IVD) medical
equipment

IEC 62366, Medical devices — Application of usability engineering to medical devices

EN 13612, Performance evaluation of in vitro diagnostic medical devices
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