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GB/T 27043—2012 GHEE G879 E M 2K (ISO/TEC 17043:2010,1DT)
GB/T 29790—2013  RPmFEE 55 & ANGE 1 pY 222K (1SO 228702006 . MOD)
ISO Guide 30 Terms and definitions used in connection with reference materials

ISO 1087-1  Terminology work — Vocabulary—Part 1. Theory and application

5] IS0 3534-1 Statistics— Vocabulary and symbols— Part 1. General statistical terms and
terms used in probability
(6] IS0 5725-1  Accuracy (trueness and precision) of measurement methods and results—Part 1.

(General principles and definitions

ISO 9000:2005 Quality management systems— Fundamentals and vocabulary

8] IS0 9001:2008 Quality management systems— Requirements

(9] IS0 15190 Medical laboratories—Requirements for safety

[10] IS0 15194 In vitro diagnostic medical devices— Measurement of quantities in samples of
biological origin-— Requirements [or certified relerence materials and the content ol supporting docu-
mentation

11 ISO/IEC 17011  Conformity assessment—General requirements [or accreditation bodies
accrediting conformity assessment bodies

[12] ISO 19011 Guidelines for auditing management systems

[13] ISO/IEC 27001 Information technology—Security techniques—Information security
management systems— Requirements

[14] IS0 27799 Health informatics—Information security management in health using 1SO/
IEC 27002

L15] ISO/TS 22367 Medical laboratories—Reduction of error through risk management and
continuous improvement

[16] ISO/IEC 80000 (all parts) Quantities and units

[17] Burnett. D.. A Practical Guide to Accreditation in Laboratory Medicine. ACB Venture
Publications: London. 2002,

18] CLSI AUTO08-A: Managing and Validating Laboratory Information Systems; Approved
Guideline, CLSI: Wayne. PA,.2006,

119 CLSI AUTOI10-A . Autoverification of Clinical Laboratory Test Results; Approved Guide-
line, CLSI: Wayne. PA..2006,

120 ] CLSI C03-A4: Preparation and Testing of Reagent Water in the Clinical Laboratory—
Fourth Edition; Approved Guideline. CLSI: Wayne., PA., 2006,

[21] CLSI C24-A3: Statistical Quality Control for Quantitative Measurement Procedures; Prin-
ciples and Delinitions— Third Edition; Approved Guideline, CLSI: Wayne. PA.: 2006,

122 CLSI C28-A3; Defining. Establishing. and Verifying Reference Intervals in the Clinical
Laboratory— Third Edition; Approved Guideline. CLSI; Wayne., PA.. 2008,

(23] CLSI C54-A: Verification of Comparability of Patient Results within One Health Care
System; Approved Guideline. CLLSI; Wayne. PA., 2008,

[24] CLSI EP15-A2. User verification of performance for precision and trueness—Second Edi
tion; Approved Guideline, CLLSI: Wayne., PA.. 2005.
39



GB/T 22576.1—2018/1S0 15189.2012

[ 257 CLSI EP17-A. Protocols for Determination ol Limits of Detection and Limits of Quantita
tion; Approved Guideline, CLSI, Wayne PA.. 2004,

(26 ] CLSI GP02-A5. Laboratory Documents: Development and Control—Fifth Edition; Ap-
proved Guideline, CLSI; Wayne. PA.. 2006,

1271 CLSI GP09-A. Selecting and Evaluating a Referral Laboratoryv—=Second Edition:
Approved Guideline, CLSI; Wayne. PA,, 1998,

128 ] CLSI GP16-A3: Urinalysis— Third Edition; Approved Guideline. CLSI: Wayne.
PA..2009,

129 ] CLSI GP17-A2: Clinical Laboratory Salety—Second Edition; Approved Guideline. CLSI;
Wayne. PA.,.2004.

[30] CLSI GP18-A2. Laboratory Design—=Second Edition; Approved Guideline. CLSI: Wayne.
PA.. 2007,

[31] CLSI GP21-A3; Training and Competence Assessment— Third Edition; Approved Guide-
line. CLSI; Wayne. PA., 2009,

(321 CLSI GP22-A3; Continual Improvement — Third Edition; Approved Guideline., CLSI:
Wayne. PA, 2011,

[33] CLSI GP26-A4; A Quality Management System Model for Laboratory Services
Editton—Approved Guideline, CLLSI; Wayne. PA. 2011,

[34] CLSI GP27-A2; Using Proficiency Testing to Improve the Clinical Laboratory—Second
Edition; Approved Guideline., CLSI: Wayne. PA. 2007,

[35] CLSI GP29-A2; Assessment of Laboratory Tests When Proficiency Testing is Not Availa-
ble—Second Edition; Approved Guideline, CLSI; Wayne. PA. 2007,

136 CLSI GP29-A.: Assessment of Laboratory Tests When Proficiency Testing is Not Availa-
ble— Approved Guideline, CLSI: Wayne. PA, 2007.

137 CLSI GP31-A: Laboratory Instrument Implementation. Verification. and Maintenance;
Approved Guideline. CLSI: Wayne. PA.. 2009,

[38] CLSI GP32-A: Management of Nonconforming Laboratory Events; Approved Guideline.
CLSI. Wayne. PA..2007.

[39] CLSI GP33-A: Accuracy in Patient Sample Identification; Approved Guideline. CLSI:
Wayne. PA.. 2010,

[40] CLSI GP35-P: Development and Use of Quality Indicators for Process Improvement and

Fourth

Monitoring of Laboratory Quality; Proposed Guideline. CLLSI; Wayne. PA., 2009,

[41] CLSI GP37-A; Quality Management System: Equipment; Approved Guideline. CLSI:
Wayne. PA. 2010,

[42] CLSI H03-A6.: Procedure for the Collection of Diagnostic Blood Specimens by Venipune
ture—Sixth Edition; Approved Standard., CLSI; Wayne., PA,, 2007,

[43] CLSI H04-A6: Procedures and Devices for the Collection of Diagnostic Capillary Blood
Specimens—Sixth Edition; Approved Standard, CLSI. Wayne, PA., 2008,

|44 CLSI H18-A4: Procedures for the Handling and Processing of Blood Specimens for Com-
mon Laboratory Tests  Fourth Edition; Approved Guideline, CLSI: Wayne, PA. 2009,

145 ] CLSI H26-A2. Validation. Verification. and Quality Assurance of Automated
Hematology Analyzers.Second Edition; Approved Standard. CLSI: Wayne. PA., 2010,

|46 | CLSI H57-A: Protocol for the Evaluation. Validation. and Implementation of Coagulome-
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ters; Approved Guideline. CLSI: Wayne. PA,. 2008,

[47] CLSI I/LA33-P; Validation of Automated Devices for Immunohematologic Testing Prior
to Implementation; Proposed Guideline., CLSI. Wayne. PA.., 2009,

(48] CLSI M29-A3; Protection of Laboratory Workers from Occupationally Acquired Infec-
tions— Third Edition: Approved Guideline. CLSI: Wayne. PA.. 2005,

|49 CLSI X05-R; Metrological Traceability and Its Implementation; A Report, CLSl: Wayne.,
PA.. 2006.

[50] College of American Pathologists., Quality management in clinical laboratories CAP:
Northlield. IL.. 2005,

[51] College of American Pathologists.. Quality management in anatomic pathology CAP.
Northfield. 1L, 2005,

[52] Convention for the Protection of Human Rights and Dignity of the Human Being with Re-
gard to the Application of DBiology and Medicine; Convention on Human Rights and
Biomedicine., 1997.

(53  elnageh, M., linchan, B., CorDner., S., WellS, D, and MCKelvie, h., Ethical Practice in
Laboratory Medicine and Forensic Pathology. WHO Regional Publications. Eastern Mediterranean Se-
ries 20, WHO-EMRO: Alexandria. 1999,

154 ] EN 1614:2006 Health informatics—Representation of dedicated kinds of property in la-
boratory medicine

[55] EN 12435.2006 Health informatics—Expression of the results of measurements in
health sciences
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