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1 1 Anesthesias 5 | IEC IEC 60601-3-1:1996 | 1996 Medical Electrical Equipment Part 3-1: Essential Performance
Requirements for Transcutaneous Oxygen and Carbon Dioxide Partial
Pressure Monitoring Equipment
2 1 Anesthesias Jrf$ & | ISO ISO 7767:1997 1997 Oxygen Monitors for Monitoring Patient Breathing Mixtures - Safety
Requirements
3 1 Anesthesias Jrf$ & | ISO ISO 8382:1988 1988 Resuscitators Intended for Use with Humans
4 1 Anesthesias Jrf$ & | ISO ISO 9918:1993 1993 Capnometers for Use with Humans - Requirements
1 Anesthesias Frfs & | ASTM ASTM 1993 Standard Specification for Minimum Performance and Safety
F920-93(R1999) Requirements for Resuscitators Intended for Use with Humans
6 1 Anesthesias Frf$ & | ASTM ASTM 1990 Standard Specification for Ventilators Intended for Use in Critical Care
F1100-90(R1997)
7 1 Anesthesias JFrf$ & | ASTM ASTM 2003 Standard Specification for Ventilators Intended for Use During Anesthesia
F1101-90(R2003)el
8 1 Anesthesias s 5 | ASTM ASTM F1456-01 2001 Standard Specification for Minimum Performance and Safety
Requirements for Capnometers
9 1 Anesthesias Frps & | ISO ISO 10651-3:1997 1997 Medical electrical equipment — Part 2-84: Particular requirements for the

basic safety and essential performance of ventilators for the emergency
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medical services environment

10 1 Anesthesias Jrf$& | ISO ISO 21647: 2005 Medical electrical equipment — Particular requirements for the basic
2004/Cor 1:2005 safety and essential performance of respiratory gas monitors-Technical
Corrigendum 1
11 1 Anesthesias Frfs & | ISO ISO 18779:2005 2005 Medical devices for conserving oxygen and oxygen mixtures - Particular
requirements
12 1 Anesthesias Jfrfis 5 | CNS CNS 15003-1 2006 FRA BE Ak — 5 130 REEE T # M2Eiz*E®
13 1 Anesthesias 5 | CNS CNS 15003-2 2006 FRA REB AR E S — 5 230 0 FppS F M2 it ks
14 1 Anesthesias JFrf$% | CNS CNS 15005-1 2006 %51% FHER 2 BRE A % ]300 R: ﬁﬁ?g FA WMEE 2 By
H =
15 | 1 Anesthesias Frfs% | CNS CNS 15005-2 2006 Fhf Mp a2 Bl A — 5 290 A MLk sz Mg d
16 1 Anesthesias 5 | ASTM ASTM 2005 Standard Specification for Particular Requirements for Anesthesia
F1850-00/(R)2005 Workstations and Their Components
17 1 Anesthesias JFrfs & | EN EN 2010 Respiratory therapy equipment - Part 1: Nebulizing systems and their
13544-1:2007+A1:2 components - Incorporates Amendment Al: 2009
009
18 1 Anesthesias Jrfs & | IEC IEC 2009 Medical electrical equipment — Part 2-13: Particular requirements for the
60601-2-13:2009 safety and essential performance of anaesthetic systems - Edition 3.1;
Consolidated Reprint
19 1 Anesthesias Jrf$ & | ISO ISO 8359:1996/Amd | 2012 Oxygen Concentrators for Medical Use - Safety Requirements
1:2012
20 2 Biocompatibility # | ISO ISO/TS 20993:2006 | 2006 Biological evaluation of medical devices -- Guidance on a

A F

risk-management process
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21 3 Cardiovascular < CEN EN 14299:2004 2004 Non active surgical implants - Particular requirements for cardiac and
o B fl‘f g vascular implants - Specific requirements for arterial stents
22 3 Cardiovascular v CEN EN 12006-1:1999 1999 Non active surgical implants - Particular requirements for cardiac and
] fl‘f g vascular implants - Part 1: Heart valve substitutes
23 3 Cardiovascular CEN EN 12006-3:1998 1999 Non active surgical implants - Particular requirements for cardiac and
e g FF vascular implants - Part 3: Endovascular devices
24 3 Cardiovascular AAMI AAMI DF80:2003 2003 Medical electrical equipment—Part 2-4: Particular requirements for the
P %5 g safety of cardiac defibrillators (including automated external
defibrillators)
25 3 Cardiovascular = AAMI AAMI 2001 Diagnostic electrocardiographic devices
e g FF ECI1:1991(R2001)
26 3 Cardiovascular IEC IEC 1999 Medical electrical equipment- Part 2-30: Particular requirements for
P 7 60601-2-30:1999 safety, including essential performance, of automatic cycling non-invasive
blood pressure monitoring equipment
27 3 Cardiovascular = ISO ISO 5841-1:1989 1989 Cardiac Pacemakers - Part 1 : Implantable Pacemakers
#i} g
28 3 Cardiovascular = AAMI AAMI 2002 Manual, electronic, or automated sphygmomanometers
W g FF SP10:2002/A1:2003
29 3 Cardiovascular AAMI EC11:1991/(R)2007 | 1991 Diagnostic electrocardiographic devices
Wi f Y
30 3 Cardiovascular = ISO ISO 9919:2005 2005 Medical electrical equipment -- Particular requirements for the basic
B B -?;5 g safety and essential performance of pulse oximeter equipment for medical
use
31 3 Cardiovascular CEN EN 1060-1:1995 1995 Specification for Non-invasive sphygmomanometers Part 1. General
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i B P Y

requirements

32 3 Cardiovascular v ASTM ASTM 2010 Standard Practice for Testing for Alternative Pathway Complement
FaipFH F2065-00¢1/(R)2010 Activation in Serum by Solid Materials
33 3 Cardiovascular CEN EN 2009 Non-invasive sphygmomanometers. Supplementary requirements for
P %5 g 1060-3:1997+A2:20 electro-mechanical blood pressure measuring systems
09
34 3 Cardiovascular CEN EN 2009 Non active surgical implants - Particular requirements for cardiac and
P %5 g 12006-2:1998+A1:2 vascular implants - Part 2:Vascular prostheses including cardiac valve
009 conduits
35 | 3 Cardiovascular = | CNS CNS 14509-2-49 2014 FLEA %249y 8 # i B F EARRA % 22 B %R L Medical
P %5 g electrical equipment — Part 2-49: Particular requirements for the safety of
multifunction patient monitoring equipment (IDT: IEC 61267:2005)
36 4 Dental/ENT 7 #4 & | I1SO ISO 13294:1997 1997 Dental Handpieces - Dental Air-Motors
/B el &
37 4 Dental/ENT 7 #* % 1 1SO ISO 7494:1996 1996 Dental Units
/B gl &
38 | 4 Dental/ENT 7 #% |ISO ISO 7785-1:1997 1997 Part 1: High-Speed Air Turbine Handpieces
/B gl &
39 | 4 Dental/ENT 7 #% |ISO ISO 7785-2:1995 1995 Part 2: Straight and Geared Angle Handpieces
R S
40 | 4 DentallENT 7 #£ | ISO ISO 1562:1993 1993 Dental Casting Gold Alloys
R S
41 4 Dental ENT 7 ##£ | ISO ISO 1563:1990 1990 Dental Alginate Impression Material
JREER T S

4/28




42 4 Dental ENT 7 ##& | ISO ISO 1564:1995 1995 Dental Aqueous Impression Materials Based on Agar
JREER T S
43 4 Dental ENT 7 ##£ | ISO ISO 6871-1:1994 1994 Dental base metal casting alloys Part 1: Cobalt-based alloys -
JREER T S TECHNICAL CORRIGENDUM 1:1998
44 4 Dental ENT 7 #4 & | ISO ISO 6871-2:1994 1994 Dental Base Metal Casting Alloys Part 2: Nickel-Based Alloys
/B el &
45 4 Dental/ENT 7 # & | I1SO ISO 11498:1997 1997 Dental Handpieces: Dental Low Voltage Electrical Motors
/B el &
46 4 Dental/ENT 7 #4 & | ISO ISO 13294:1997 1997 Dental Handpieces - Dental Air-Motors
/B gl &
47 | 4 DentallENT 7 # & | ISO ISO 8891:2000 1998 Dental Casting Alloys with Noble Metal Content of At Least 25% but less
/B el & than 75%
48 | 4 DentallENT 7 # & | ISO ISO 13716:1999 1999 Dentistry - Reversible-Irreversible Hydrocolloid Impression Material
/B gl & Systems
49 | 4 DentallENT 7 # & | ISO ISO 9693:1999/Amd | 2005 Metal-ceramic dental restorative systems.
/B gl & 1:2005
50 |4 Dental/ENT 7 #4 | CNS CNS 14496 2012 7 FHR-T B OE M BRI A8 L iR] 2 (Dental
R S materials-Determination of color stability of dental polymeric aterials)
51 4 Dental ENT 7 ##£ | ISO ISO 9693-1:2012 2012 Dentistry — Compatibility testing — Part 1: Metal-ceramic systems -
JREER T S First Edition
52 5 General I (QS/RM) | ISO ISO 14155-1 2003 Clinical investigation of medical devices for human subjects — Part 1:
WH (SRR kS General requirements
b E L)
53 5 General I (QS/RM) | ISO ISO 14155-2 2003 Clinical investigation of medical devices for human subjects — Part 2:
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Er (R
b E I

Clinical investigation plans

54 5 General I (QS/RM) | ISO ISO/TR 16142 2006 Medical devices — Guidance on the selection of standards in support of
WoH (SRR ks recognized essential principles of safety and performance of medical
b E 2 devices

55 5 General I (QS/RM) | CNS CNS15013 2006 FATZEARD 2 %5 e B SE R R SR R
WoH (ST ks
k')

56 5 General I (QS/RM) | IEC IEC 62366:2007 2007 Medical devices - Application of usability engineering to medical devices
WoH (S TRk
k')

57 | 5 General I (QS/RM) | CNS CNS 14509-1-6 2015 FLrRE—F 1630 AAF 20t i - &8 R—HiRE
WoH (ST ks ¥ * 4 (Medical electrical equipment — Part 1-6: General requirements for
k') basic safety and essential performance — Collateral standard: Usability)

58 5 General I (QS/RM) | ISO ISO/TS 2013 Medical devices - Hierarchical coding structure for adverse events - Part
R (ST ks 19218-1/Amd1:2013 1: Event-type codes AMENDMENT 1 - First Edition
k')

59 5 General I (QS/RM) | AAMI AAMI TIR36:2007 | 2007 Validation of software for regulated processes
WoH (ST ks
b IR

60 6 General Plastic ISO ISO 595/1 1988 Reusable all-glass or metal-and-glass syringes for medical use - Part 1:
Surgery/General Dimensions

Hospital - 4% # 25
o - R T
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A Ly

61

6 General Plastic
Surgery/General
Hospital - # % %45
bl L i/ - AR TR

At Ly

ISO

ISO 59572

1987

Reusable all-glass or metal-and-glass syringes for medical use - Part 2:

Design, performance requirements and tests

62

6 General Plastic
Surgery/General
Hospital - 4% # 25
U S e ﬁk% 3
AR KR

ASTM

ASTM
F882-84(R2002)

1985

Standard Performance and Safety Specification for Cryosurgical Medical

Instruments

63

6 General Plastic
Surgery/General
Hospital - 4% #3;
L i - A R
2 AREEY

ASTM

ASTM F2196-02

2002

Standard Specification for Circulating Liquid and Forced Air Patient

Temperature Management Devices

64

6 General Plastic
Surgery/General
Hospital - 4% #2;
bt £ e/ - ﬁk% 3
AR KR

CNS

CNS 14509

2012

FLRATEE 2 —F% 1901 - &% 2 L Medical Electrical
Equipment--Part 1: General Requirements for Safety (IDE IEC
60601-1:1988)

65

6 General Plastic
Surgery/General
Hospital - 4% #2;

CNS

CNS 14509-1

2013

FLRATEL D %- 204 1~ % 2R HHIE 1 FT 5
$vz_ % >R 2 Medical Electrical Equipment--Part 1-1: General

Requirements for Safety-Collateral Standard: Safety Requirements for
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AL g - AT R
ZBAGE ER

Medical Electrical systems (IDE IEC 60601-1-1)

B

66 6 General Plastic CNS CNS 14509-2 2013 ?5 TEATHLT 2% -Me - 2 2RI FHEERE2 TR
Surgery/General % M2 4w 22 PliE Medical Electrical Equipment--Part 1-2: General
Hospital — 4% %525 Requirements for Safety-Collateral Standard: Electromagnetic
bl L i/ - AR TR Compatibility-Requirements and Tests (IDE IEC 60601-1-2)
AR KR

67 | 6 General Plastic CNS CNS 14509-4 2013 Pﬁ TERAETHE 2% -8 1 - BX 2R HEE4 7S
Surgery/General ?5 7 & %t Medical Electrical Equipment--Part 1-4: General
Hospital - 4% # 25 Requirements for Safety-Collateral Standard: Programmable Electrical
S - B Medical Systems (IDE IEC 60601-1-4)
AR KR

68 | 6 General Plastic CNS CNS 14624-1 2002 PR R A — % - 954 - LB
Surgery/General
Hospital - 4% #3;
M e e L F
AR KR

69 6 General Plastic CNS CNS 14624-4 2002 ?5 K * j“"é’: A H—Fwmix g2 &4 50 ﬁe?an E
Surgery/General
Hospital - 4% #2;
S
AR KR

70 6 General Plastic CNS CNS 14624-5 2002

Surgery/General
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Hospital - # % %45
I RS 353

A Ly

71

6 General Plastic
Surgery/General
Hospital - # % %45
bl L i/ - AR TR

A Ly

CNS

CNS 14624-6

2002

FRPBRRA—F A0 Bk B R AUR

72

6 General Plastic
Surgery/General
Hospital - 4% # 25
U S e ﬁk% 3
AR KR

CNS

CNS 14624-7

2002

\4
=
§p
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TR
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73

6 General Plastic
Surgery/General
Hospital - 4% #3;
L i - A R
AR KR

IEC

IEC
60601-2-38:1996/A
md.1:1999

1999

Medical electrical equipment - Part 2-38: Particular requirements for the

safety of electrically operated hospital beds

74

6 General Plastic
Surgery/General
Hospital - 4% #2;
bt £ e/ - ﬁk% 3
AR KR

ISO

ISO 594-1:1986

1986

Conical fittings with a 6% (Luer) taper for syringes, needles and certain

other medical equipment - Part 1: General requirements

75

6 General Plastic

ISO

ISO 594-2:1998

1998

Conical fittings with a 6% (Luer) taper for syringes, needles and certain
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Surgery/General
Hospital - # % %45
bl L g/ - AR T

AR KR

other medical equipment - Part 2: Lock fittings

76

6 General Plastic
Surgery/General
Hospital - # % %45
bl L i/ - AR TR

A Ly

AAMI

1136:2004

2004

Medical electrical equipment - Part 2: Particular requirements for safety

of baby incubators

77

6 General Plastic
Surgery/General
Hospital - 4% # 25
bt £ e/ - ﬁk% 3
AR KR

CEN

EN 12470-5:2003

2003

Clinical thermometers —Part 5: Performance of infra-red ear

thermometers (with maximum device)

78

6 General Plastic
Surgery/General

Hospital - 4% #3;

L g - R
ZBAREER

CEN

EN 12470-3:2000

2000

Clinical thermometers —Part 3: Performance of compact electrical

thermometers (non-predictive and predictive) with maximum device

79

6 General Plastic
Surgery/General

Hospital - 4% #2;

L g - R
ZBAREER

AAMI

ANSIVAAMI
BF7:2012

2012

Blood transfusion micro-filters

10/28




80 6 General Plastic CEN EN 2013 Surgical drapes, gowns and clean air suits, used as medical devices for
Surgery/General 13795:2011+A1:201 patients, clinical staff and equipment - General requirements for
Hospital - 4% 25 3 manufacturers, processors and products, test methods, performance
bl L g/ - AR T requirements and performance levels
A R

81 | 6 General Plastic CNS CNS 14509-2-59 | 2014 FRRKA — 525 30 A Mg Bl Fle B k2 - % 20k
Surgery/General 14 5e 2 B W] 2L Z_ Medical electrical equipment Part 2-59: Particular
Hospital - 4% 25 requirements for the basic safety and essential performance of screening
bl L g/ - AR T thermographs for human febrile temperature screening (IDT: IEC
A Y 80601-2-59:2008)

82 7 In Vitro Diagnostics | CEN EN 13640:2002 2002 Stability Testing of In Vitro Diagnostic Reagents
e F R E 0

83 7 In Vitro Diagnostics | CLSI NCCLS GP 1995 Assessment of the Clinical Accuracy of Laboratory Tests Using Receiver
WAHLeF R EH 10-A:1995 Operating Characteristic (ROC) Plots; Approved Guideline

84 7 In Vitro Diagnostics | CLSI NCCLS 2003 Laboratory Instruments and Data Management Systems: Design of
L D %"’r% K B GP19-A2:2001 Software User Interfaces and End-User Software Systems Validation,

Operation, and Monitoring; Approved Guideline - Second Edition

85 7 In Vitro Diagnostics | CLSI NCCLS NRSCL 1998 Terminology and Definitions for use in NCCLS Documents; Approved
L D R EH 8-A:1998 Standard

86 7 In Vitro Diagnostics | CLSI Cl12-A 1994 Definitions of Quantities and Conventions Related to Blood pH and Gas
WALeF R EH Analysis; Approved Standard (1994)

87 7 In Vitro Diagnostics | CLSI C21-A 1992 Performance Characteristics for Devices Measuring PO2 and PCO2 in
WALeF R EH Blood Samples; Approved Standard (1992)

88 7 In Vitro Diagnostics | CLSI C25-A 1997 Fractional Oxyhemoglobin, Oxygen Content and Saturation, and Related
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WL EF R EH

Quantities in Blood: Terminology, Measurement, and Reporting;
Approved Guideline (1997)

89 7 In Vitro Diagnostics | CLSI C27-A 1993 Blood Gas Preanalytical Considerations: Specimen Collection,
WAL e FLEH Calibration, and Controls; Approved Guideline (1993)
90 | 7 In Vitro Diagnostics | CLSI C42-A 1996 Erythrocyte Protoporphyrin Testing; Approved Guideline (1996)
A e F R E 0
91 7 In Vitro Diagnostics | CLSI H10-A2 1995 Solubility Test to Confirm the Presence of Sickling Hemoglobins -
WAL e F g EH Second Edition; Approved Standard (1995)
92 | 7 In Vitro Diagnostics | CLSI H14-A2 1990 Devices for Collection of Skin Puncture Blood Specimens - Second
WALeF R EH Edition; Approved Guideline (1990)
93 7 In Vitro Diagnostics | CLSI I/LA6-A 1997 Detection and Quantitation of Rubella IGG Antibody: Evaluation and
fr L F o EH Performance Criteria for Multiple Component Test Products, Specimen
Handling, and Use of Test Products in the Clinical Laboratory; Approved
Guideline (1997)
94 7 In Vitro Diagnostics | CLSI V/LA10-A 1996 Choriogonadotropin Testing: Nomenclature, Reference Preparations,
WALeF R EH Assay Performance, and Clinical Application; Approved Guideline (1996)
95 7 In Vitro Diagnostics | CLSI VLA17-A 1997 Assessing the Quality of Systems for Alpha-Fetoprotein (AFP) Assays
R L e F o EH Used in Prenatal Screening and Diagnosis of Neural Tube Defects;
Approved Guideline (1997)
96 7 In Vitro Diagnostics | CLSI I/LA19-A 1997 Primary Reference Preparations Used to Standardize Calibration of
L =0 R ) Immunochemical Assays for Serum Prostate Specific Antigen (PSA);
Approved Guideline (1997)
97 7 In Vitro Diagnostics | CLSI DI1-A2 1992 Glossary and Guidelines for Immunodiagnostic Procedures, Reagents and

WHDEF R EH

Reference Materials-Second Edition
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98 7 In Vitro Diagnostics | CLSI C29-A2 2000 Standardization of Sodium and Potassium Ion Selective Electrode

WALEF R EH Systems to the Flame Photometric Reference Method; Approved Standard
(2000)

99 7 In Vitro Diagnostics | CLSI C31-A2 2001 Ionized Calcium Determinations: Precollection Variables, Specimen

werz @“”Tﬁff B B Choice, Collection, and Handling; Approved Guideline - Second Edition
(2001)

100 | 7 In Vitro Diagnostics | CLSI DI02-A2 1993 Immunoprecipitin Analyses: Procedures for Evaluating the Performance
WD e F g EH of Materials - Second Edition; Approved Guideline

101 | 7 In Vitro Diagnostics | CLSI HO07-A3 2000 Procedure for Determining Packed Cell Volume by the Microhematocrit
WAHLeF R EH Method - Second Edition; Approved Standard - Third Edition

102 | 7 In Vitro Diagnostics | CLSI H30-A2 2001 Procedure for the Determination of Fibrinogen in Plasma; Approved
WAL e F R EH Guideline Second Edition

103 | 7 In Vitro Diagnostics | CLSI H51-A 2002 Assays of vonWillebrand Factor Antigen and Ristocetin Cofactor
WALeF R EH Activity; Approved Guideline

104 | 7 In Vitro Diagnostics | CLSI LAO1-A2 1994 Assessing the Quality of Radioimmunoassay Systems - Second Edition;
WD e F g EH Approved Guideline

105 | 7 In Vitro Diagnostics | CLSI RS2-A 1998 The National Reference System for the Clinical Laboratory (NRSCL)
WALeF R EH Aspartate Aminotransferase (AST)

106 | 7 In Vitro Diagnostics | CLSI RS3-A 1987 The National Reference System for the Clinical Laboratory (NRSCL)
) @“?%5 K B4 Cholesterol

107 | 7 In Vitro Diagnostics | CLSI RS5-A2 1993 The National Reference System for the Clinical Laboratory (NRSCL)
) @"?%5 B B4 Total Protein

108 | 7 In Vitro Diagnostics | CLSI RS6-A 1989 The National Reference System for the Clinical Laboratory (NRSCL)

WADEF R EH

Total Bilirubin
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109 | 7 In Vitro Diagnostics | CLSI T/DM6-A 1997 Blood Alcohol Testing in the Clinical Laboratory; Approved Guideline
LA @“”T%g-‘l,%f Ry (1997)

110 | 7 In Vitro Diagnostics | CEN EN 375:2001 2000 Information supplied by the manufacturer with in vitro diagnostic
WAL e FLEH reagents for professional use

111 | 7 In Vitro Diagnostics | CLSI I/LA23-A 2004 Assessing the Quality of Immunoassay Systems: Radioimmunoassays,
1= %’*’r% B B and Enzyme, Fluorescence, and Luminescence Immunoassays; Approved

Guidelines

112 | 7 In Vitro Diagnostics | ISO ISO/TR 18112:2006 | 2006 Clinical laboratory testing and in vitro diagnostic test systems—In vitro

WMALEF R EH diagnostic medical devices for professional use—Summary of regulatory
requirements for information supplied by the manufacturer

113 | 7 In Vitro Diagnostics | CLSI C3-A4 2006 Preparation and Testing of Reagent Water in the Clinical Laboratory
e F R H

114 | 7 In Vitro Diagnostics | CLSI MM12-A 2006 Diagnostic nucleic acid microarrays
A e F R E 0

115 | 7 In Vitro Diagnostics | CLSI C38-A 1997 Control of Preanalytical Variation in Trace Element Determinations;
WD e F g EH Approved Guideline

116 | 7 In Vitro Diagnostics | CLSI H17-A 1998 Determination of Serum Iron, Total Iron-Binding Capacity and Percent
WALeF R EH Transferrin Saturation; Approved Standard

117 | 7 In Vitro Diagnostics | CLSI MM4-A 1999 Quality Assurance for Immunocytochemistry; Approved Guideline
WD EF R EH

118 | 7 In Vitro Diagnostics | CNS CNS 15035:2006 1996 BT kb B P BILEE R AR R Rk S R
WD EF R EH

119 | 7 In Vitro Diagnostics | ANSI AST3-A 1999 Wellness Testing Using IVD Devices; Approved Guideline

WADEF R EH
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120 | 7 In Vitro Diagnostics | ANSI AST4-A2 2005 Glucose Monitoring in Settings Without Laboratory Support; Approved
W LerF o Ed Guideline—Second Edition
121 | 7 In Vitro Diagnostics | CLSI GP10-A 1995 Assessment of the Clinical Accuracy of Laboratory Tests Using Receiver
WAL e FLEH Operating Characteristic (ROC) Plots; Approved Guideline
122 | 7 In Vitro Diagnostics | CLSI M21-A 1999 Methodology for the Serum Bactericidal Test; Approved Guideline
A e F R E 0
123 | 7 In Vitro Diagnostics | CLSI M31-S1 2004 Performance Standards for Antimicrobial Disk and Dilution Susceptibility
WHLeF R EH Tests for Bacteria Isolated from Animals; Informational Supplement
124 | 7 In Vitro Diagnostics | CLSI M31-A2 2002 Performance Standards for Antimicrobial Disk and Dilution Susceptibility
fr L F o EH Tests for Bacteria Isolated from Animals; Approved Standard—Second
Edition
125 | 7 In Vitro Diagnostics | CLSI M32-p 2001 Evaluation of Lots of Dehydrated Mueller-Hinton Broth for Antimicrobial
WL erF g EH Susceptibility Testing; Proposed Guideline
126 | 7 In Vitro Diagnostics | CLSI M6-A2 2006 Protocols for Evaluating Dehydrated Mueller-Hinton Agar; Approved
WD e F g EH Standard - Second Edition
127 | 7 In Vitro Diagnostics | CLSI ILA2-A2 2006 Quality Assurance of Laboratory Tests for Autoantibodies to Nuclear
wez ¥R FH Antigens: (1) Indirect Fluorescence Assay for Microscopy and (2)
Microtiter Enzyme Immunoassay Methods; Approved Guideline - Second
Edition
128 | 7 In Vitro Diagnostics | CLSI GP27-A2 2007 Using Proficiency Testing to Improve the Clinical Laboratory; Approved
A= bk Ak Guideline - Second Edition
129 | 7 In Vitro Diagnostics | CLSI GP20-A2 2003 Fine-Needle Aspiration Biopsy (FNAB) Techniques; Approved
) @“?%5 B B4 Guideline-Second Edition
130 | 7 In Vitro Diagnostics | CLSI H49-A 2004 Point-of-Care Monitoring of Anticoagulation Therapy; Approved

15/28




WP R EH

Guideline

131 | 7 In Vitro Diagnostics | CLSI C30-A2 2002 Point-of-Care Blood Glucose Testing in Acute and Chronic Care Facilities
WP R EH

132 | 7 In Vitro Diagnostics | CLSI C28-A3 2008 How to Define and Determine Reference Intervals in the Clinical
WALeF R EH Laboratory

133 | 7 In Vitro Diagnostics | CLSI EP09-A2-IR 2010 Method Comparison and Bias Estimation Using Patient Samples;
WAL e F g EH Approved Guideline - Second Edition (Interim Revision)

134 | 7 In Vitro Diagnostics | CLSI MMO02-A2 2002 Immunoglobin and T-Cell Receptor Gene Rearrangement Assays;
WALeF R EH Approved Guideline - Second Edition

135 | 7 In Vitro Diagnostics | CLSI HO04-A6 2008 Procedures and Devices for the Collection of Diagnostic Capillary Blood
WL erF g EH Specimens; Approved Standard-Sixth Edition

136 | 7 In Vitro Diagnostics | CLSI POCTO02-A 2008 Implementation Guide of POCTO1 for Health Care Providers; Approved
W R EH Guideline

137 | 7 In Vitro Diagnostics | CLSI M31-A3 2008 Performance Standards for Antimicrobial Disk and Dilution Susceptibility
fr L e F o EH Tests for Bacteria Isolated From Animals; Approved Standard - Third

Edition

138 | 7 In Vitro Diagnostics | CLSI I/LA30-A 2008 Immunoassay Interference by Endogenous Antibodies; Approved
L A uFEREH Guideline

139 | 7 In Vitro Diagnostics | CLSI MMI16-A 2006 Use of External RNA Controls in Gene Expression Assays; Approved
L A ¥R EH Guideline

140 | 7 In Vitro Diagnostics | CLSI GP22-A3 2011 Quality Management System: Continual Improvement; Approved
WL e F o BH Guideline—Third Edition

141 | 7 In Vitro Diagnostics | CLSI AUTO13-A2 2003 Laboratory Instruments and Data Management Systems: Design of

WADEF R EH

Software User Interfaces and End-User Software Systems Validation,
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Operation, and Monitoring; Approved Guideline - Second Edition; Vol.
23; No. 4

142 | 8 Materials +£#¢ ISO ISO 5832-8:1997 1997 Implants for surgery -- Metallic materials -- Part 8: Wrought
cobalt-nickel-chromium-molybdenum- tungsten-iron alloy
143 | 8 Materials 43 CNS CNS 13382-18 1995 SR A AR F R 2 B2 2 iR E R (FR))
144 | 8 Materials 14 CNS CNS 13382-24 1996 R AR S FERCG (-0 Dk
145 | 8 Materials 4 :# CNS CNS 13382-25 1996 R AR S FERCG (B0 D 204 )
146 |9 AAMI AAMI RD5:2003 2007 Hemodialysis systems
ObGyn/Gastroenterol
ogy i RHEFE 2
RPE AT Y
147 |9 AAMI AAMI RD16:2007 2007 Cardiovascular implants and artificial organs - Hemodialyzers,
ObGyn/Gastroenterol hemodiafilters, hemofilters and hemoconcentrators
ogy I FRHFE 2
s g
148 |9 AAMI AAMI RD17:2007 2007 Cardiovascular implants and artificial organs - Extracorporeal blood
ObGyn/Gastroenterol circuit for hemodialyzers, hemodiafilters and hemofilters
ogy i FRHFE 2
s g
149 |9 AAMI AAMI RD52:2004 2004 Dialysate for hemodialysis
ObGyn/Gastroenterol
ogy i HRHFE 2 i
R EHA
150 |9 AAMI AAMI RD61:2006 2007 Concentrates for hemodialysis
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ObGyn/Gastroenterol
ogy i FRHFE 2
P A

151

9
ObGyn/Gastroenterol
ogy i HRHFE 2 i
R A

AAMI

AAMI RD62:2006

2007

Water treatment equipment for hemodialysis applications

152

9
ObGyn/Gastroenterol
ogy i RHFE 2 i
RS g

ISO

ISO 8638:2010

2010

Cardiovascular implants and extracorporeal systems -- Extracorporeal

blood circuit for haemodialysers, haemodiafilters and haemofilters

153

9
ObGyn/Gastroenterol
ogy i RHFE 2 i
RPN A P

AAMI

RDS5:2003/(R)2008

2008

Hemodialysis systems

154

9
ObGyn/Gastroenterol
ogy i RHEFE 2
KPR

AAMI

RD52:2004/(R)2010
(incl A1 through A4)

2010

Dialysate for hemodialysis (consolidated text with Amendments 1 through
4 included)

155

9
ObGyn/Gastroenterol
ogy i RHFE 2 i
R A

ISO

ISO 13959:2014

2014

Water for haemodialysis and related therapies - Third Edition

156

9

ISO

ISO 26722:2014

2014

Water treatment equipment for haemodialysis applications and related
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ObGyn/Gastroenterol
ogy %% ?:,7}—15? P AN

therapies - Second Edition

KA RS

157 |9 AAMI AAMI 23500:2014 2014 Guidance for the preparation and quality management of fluids for
ObGyn/Gastroenterol hemodialysis and related therapies
ogy i HRHFE 2 i
R A 1

158 |9 CEN EN 1283:1996 1996 Haemodialysers, haemodiafilters, haemofilters, haemoconcentrators and
ObGyn/Gastroenterol their extracorporeal circuits
ogy i RHFE 2 i
0 g

159 |9 ISO ISO 8637:2010/Amd | 2013 Revision to Figure 2 -- Main fitting dimensions of dialysis fluid inlet and
ObGyn/Gastroenterol 1:2013 outlet ports
ogy i RHFE 2 i
RIEAES

160 |9 EN EN 1618:1997 1997 Catheters Other than Intravascular Catheters - Test Methods for Common
ObGyn/Gastroenterol Properties
ogy i RHEFE 2
RIEALS

161 | 10 Ophthalmic F: 4 | ISO ISO 10338:1996 1996 Optics and optical instruments -- Contact lenses -- Determination of
g curvature

162 | 10 Ophthalmic F:#f | ISO ISO 10339:1997 1997 Ophthalmic optics -- Contact lenses -- Determination of water content of
g hydrogel lenses

163 | 10 Ophthalmic P%#L | ISO ISO 10340:1995 1995 Optics and optical instruments -- Contact lenses -- Method for
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g

determining the extractable substances

164 | 10 Ophthalmic x| ISO ISO 10344:1996 1996 Optics and optical instruments -- Contact lenses -- Saline solution for
g contact lens testing

165 | 10 Ophthalmic px#f* | ISO ISO 9913-1:1996 1996 Optics and optical instruments -- Contact lenses -- Part 1: Determination
g of oxygen permeability and transmissibility with the FATT method

166 | 10 Ophthalmic px#f* | ISO ISO 9913-2:2000 2000 Optics and optical instruments -- Contact lenses -- Part 2: Determination
g of oxygen permeability and transmissibility by the coulometric method

167 | 10 Ophthalmic P%#L | ISO ISO 8321-1:2002 2002 Ophthalmic optics -- Specifications for material, optical and dimensional
g properties of contact lenses -- Part 1: Rigid corneal and scleral contact

lenses

168 | 10 Ophthalmic P%#L | ISO ISO 8321-2:2000 2000 Ophthalmic optics -- Specifications for material, optical and dimensional

g properties of contact lenses -- Part 2: Single-vision hydrogel contact
lenses

169 | 10 Ophthalmic f:#f | ISO ISO 8599:1994 1994 Optics and optical instruments -- Contact lenses -- Determination of the
g spectral and luminous transmittance

170 | 10 Ophthalmic P%#L | ISO ISO 9337-1:1999 1999 Contact lenses -- Determination of back vertex power -- Part 1: Method
g using focimeter with manual focusing

171 | 10 Ophthalmic x| ISO ISO 9338:1996 1996 Optics and optical instruments -- Contact lenses -- Determination of the
g diameters

172 | 10 Ophthalmic | ISO ISO 9339-1:1996 1996 Optics and optical instruments -- Contact lenses -- Determination of the
g thickness -- Part 1: Rigid contact lenses

173 | 10 Ophthalmic | ISO ISO 9339-2:1998 2000 Optics and optical instruments -- Contact lenses -- Determination of
g thickness -- Part 2: Hydrogel contact lenses

174 | 10 Ophthalmic x| ISO ISO 9340:1996 1996 Optics and optical instruments -- Contact lenses -- Determination of
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g

strains for rigid contact lenses

175 | 10 Ophthalmic | ISO ISO 9341:1996 1996 Optics and optical instruments -- Contact lenses -- Determination of
g inclusions and surface imperfections for rigid contact lenses
176 | 10 Ophthalmic px#f* | ISO ISO 9914:1995 1995 Optics and optical instruments -- Contact lenses -- Determination of
g refractive index of contact lens materials
177 | 10 Ophthalmic 4 | ANSI ANSI 780.20-2010 | 2010 Ophthalmics - Contact Lenses - Standard Terminology, Tolerances,
g Measurements and Physicochemcial Properties
178 | 10 Ophthalmic P%#L | ISO ISO 2014 Ophthalmic implants - Intraocular lenses - Part 9: Multifocal intraocular
g 11979-9:2006/Amd lenses AMENDMENT 1 - First Edition
1:2014
179 | 11 Orthopaedics ¥ #* | CNS CNS 13382-9 1995 A RN 4 kL (B 2 %A R )
g
180 | 11 Orthopaedics # #+ | CNS CNS 13382-10 1995 hREE R PRI E-RARAT R
g
181 | 11 Orthopaedics # #+ | CNS CNS 13382-11 1995 LA T E 2 A IRBE (-4 AR TRE A
¥ 2 %7 )
182 | 11 Orthopaedics # #* | CNS CNS 13382-12 1995 *7}11‘9 SR LEE A i i SN B B SR R (=S L PRI S
5 2 AT A6 0 A L RS
183 | 11 Orthopaedics # #* | CNS CNS 13382-13 1995 R PB4 T Aom WRSEE 2 £ R RS -% o
g
184 | 11 Orthopaedics # #* | CNS CNS 13382-14 1995 AE N PR AR GET g F - e R
g
185 | 11 Orthopaedics # #* | CNS CNS 13382-15 1995 e N - RR ARSI 2 FAR R 2 AT Lo 2 4T

g
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186 | 11 Orthopaedics # #1 | CNS CNS 13382-16 1995 R - B AR ARSI R R Y YT A om 1S
g

187 | 11 Orthopaedics # # | CNS CNS 13382-17 1995 HEHE N P -F RN £ R F - N DR TG A TSR S VAL F R
g R

188 | 11 Orthopaedics * . | CNS CNS 13382-19 1995 R PR R R B DR R
g

189 | 11 Orthopaedics ¥ #* | CNS CNS 13382-20 1995 FPE L E AT A5 - A D AR s R B2 R
g

190 | 11 Orthopaedics # # | CNS CNS 13382-21 1995 AL A IRER S5 300 1] A2 RS2 K
5 a

191 | 11 Orthopaedics # #* | CNS CNS 13382-22 1995 G- E AR S50 1 a2 R At A
¥ ks

192 | 11 Orthopaedics ¥ #* | CNS CNS 13382-23 1995 CHEAP-LE AT S-S e 30 D T 2 Rk At A R
g E

193 | 11 Orthopaedics # #* | CNS CNS 13382-26 1996 A2 R (5 - e L MR e RREEE )
g

194 | 11 Orthopaedics # #* | CNS CNS 13382-27 1996 dpE - EEER(F oA Steinmannté—2 R)
g

195 | 11 Orthopaedics # # | CNS CNS 13382-28 1996 e o~ L 2 T FgrUA%E (- R )
g

196 | 11 Orthopaedics # #* | CNS CNS 13382-29 1996 - AR R B R G 2 £ BT LTS (BRE RE PR
¥ S i)

197 | 11 Orthopaedics # # | CNS CNS 13382-30 1996 HPLE N A 2R R R

g
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198 | 12 Physical Medicine | CNS CNS 14964-23 2007 Foth — % 2338 0 AL F MR ITRENE 2 & RARIRES 2
L

199 | 12 Physical Medicine | CNS CNS 14964-24 2007 Wl — % 2430 1 @@ —‘F,k#g Rl 2 & REPIRES 2
TR

200 |13 CLSI AUTO4-A 2001 Laboratory Automation: Systems Operational Requirements,
Software/Informatics Characteristics, and Information Elements; Approved Standard
HRF R TR

201 |13 AAMI ANSI/AAMI 2001 Medical device software—Software life cycle processes
Software/Informatics SW68:2001
HHF R TR

202 |13 CLSI AUTOI1-A 2000 Laboratory Automation: Specimen Container/Specimen Carrier;
Software/Informatics Approved Standard
HRF R TR

203 |13 CLSI AUTOS-A 2001 Laboratory Automation: Electromechanical Interfaces; Approved
Software/Informatics Standard
HRF R TR

204 |13 CLSI AUTO7-A 2004 Laboratory Automation: Data Content for Specimen Identification;
Software/Informatics Approved Standard
HRF R TR

205 |13 IEEE IEEE 1074-2006 2006 IEEE Standard for Developing a Software Project Life Cycle Process
Software/Informatics
HRF R TR

206 |13 CNS CNS 14232 1998 %5 g U = S M
Software/Informatics
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AR TR

207 |13 AAMI AAMI SW87:2012 2012 Application of quality management system concepts to medical device
Software/Informatics data systems
R TR
208 | 14 Radiology *x#+% | IEC IEC 60601-2-32:19 | 1994 Medical Electrical Equipment - Part 2: Particular Requirements for the
75 94 Safety of Associated Equipment of X-ray Equipment (1994)
209 | 14 Radiology *x#+% | IEC IEC 60601-2-9:1996 | 1997 Medical electrical equipment - Part 2: Particular requirements for the
ik safety of patient contact dosimeters used in radiotherapy with electrically
connected radiation detectors - Ed. 2.0
210 | 14 Radiology *zét% | ISO ISO 11810-1:2005 2005 Optics and optical Instruments - Lasers and laser-related equipment - Test
75 method for the laser-resistance of surgical drapes and/or patient-protective
covers
211 | 14 Radiology 4% | ISO ISO 11146:1999 2005 Lasers and laser-related equipment - Test methods for laser beam
75 parameters - Beam widths, divergence angle and beam propagation factor
212 | 14 Radiology *z#+§ | ISO ISO 11254-1:2000 2000 Lasers and laser-related equipment - Determination of laser-induced
k4 damage threshold of optical surfaces - Part 1: 1-on-1 test
213 | 14 Radiology *zét% | ISO ISO 11254-2:2001 2001 Lasers and laser-related equipment - Determination of laser-induced
k4 damage threshold of optical surfaces - Part 2: S-on-1 test
214 | 14 Radiology *x4+% | CNS CNS 14509-3 2001 Medical Electrical Equipment--Part 1-3: General Requirements for
g Safety-Collateral Standard: General Requirements for Radiation
Protection in Diagnostic X-ray Equipment (IDE IEC 60601-1-3)
215 | 14 Radiology *z#+% | [EC IEC/TR 2003 Safety of laser products - Part 5: Manufacturer's checklist for IEC
g 60825-5:2003 Ed. 60825-1

2.0
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216 | 14 Radiology *z#+%& | IEC IEC/TR 60825-9 - 1999 Safety of laser products - Part 9: Compilation of maximum permissible
g Ed. 1.0 exposure to incoherent optical radiation
217 | 14 Radiology *z#+%& | IEC IEC/TR 60825-10 - | 2002 Safety of laser products - Part 10: Application guidelines and explanatory
g Ed. 1.0 notes to IEC 60825-1
218 | 14 Radiology *x#+% | CNS CNS 14176-1 2005 %5 Bt P gr @ g —% 130§ 42
g
219 | 14 Radiology *<#+% | CNS CNS 14176-2 2005 FHE PR LG — E I s
g
220 | 14 Radiology *x<%t% | CNS CNS 14176-3 1998 FRECREZLE —% 330 7y 2 A
g
221 | 14 Radiology *z#% | CNS CNS 14176-4 1998 FRECREE LG — % 490 0 JRIBEEH AR
g
222 | 14 Radiology *<5+% | CNS CNS 14176-5 1998 FHRECRGELE -5 530 FHREHEE 5B
g
223 | 14 Radiology *xif% | CNS CNS 14176-6 2005 FEBCHGA LG -8 630 TG
g
224 | 14 Radiology *z&% | CNS CNS 14176-7 1998 FEREOCPGA LG -8 T L A
i
225 | 14 Radiology *<#t% | CNS CNS 14176-8 2005 FHECPHA LG -5 890 AL L PRAG A HE
g
226 | 14 Radiology *z#+% | CNS CNS 14176-9 1998 %5 B P HE AR —% 930 3 4 iz ghytehid 3L 3%
g
227 | 14 Radiology *x<%+% | CNS CNS 14176-10 2007 FHEEPGE LG —F 1030 Fl 22 Sl 2 mE Rt
i
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228 | 14 Radiology *x%+%5 | CNS CNS 14176-11 2007 5‘{;5 FH P s @ g —% 1130 M s kY R
Py
229 | 14 Radiology *x%+%5 | CNS CNS 14176-12 2007 5‘{;5 B PGE LG —% 1230 0 B8 42 SN f ey
Py
230 | 14 Radiology *cét5 | CNS CNS 14176-14 2007 FHBEWAGE LG — 5 1430 A RER T 5%k
ok
231 | 14 Radiology *c#+% | CNS CNS 14176-15 2007 FHRECEGEILE -5 1530 % 204
ok
232 | 14 Radiology *<#t% | CNS CNS 14176-18 2008 FHHOR GE 5 — % 1825 1 DICOM A = i 2 730 4 75 B~
ok
233 | 14 Radiology *c#+#% | CNS CNS 15585 2013 FLRA DL 2 X AP RR Y 20540072 /& 2 M (e
75 A& £ 3+ (Medical electrical equipment — Dosimeter with ionization
chambers and/or semi-conductor detectors as used in X-ray diagnostic
imaging (IDT: IEC 61674:1997))
234 | 14 Radiology *x#+& | IEC IEC 61223-2-6:2006 | 2006 Evaluation and routine testing in medical imaging departments — Part 2-6:
ik Constancy tests — Imaging performance of computed tomography X-ray
equipment - Edition 2.0
235 | 14 Radiology *x4+% | CNS CNS 14509-2-28 2014 5,;5 TRHE— ¥ 2-28 %5 PLETX HREEERAE 2R LR
75 it 2. 7k & f(Medical electrical equipment — Part 2-28: Particular
requirements for the basic safety and essential performance of X-ray tube
assemblies for medical diagnosis)
236 | 14 Radiology *z#+%5 | [EC IEC 2015 Medical electrical equipment - Part 2-26: Particular requirements for the
78 60601-2-26:2015 basic safety and essential performance of electroencephalographs
237 | 14 Radiology *z#+% | [EC IEC 2006 Evaluation and routine testing in medical imaging departments — Part
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X

61223-3-5:2004+Cor
r1:2006

3-5: Acceptance tests — Imaging performance of computed tomography

X-ray equipment - Edition 1.0

238 | 15 Sterility ;= f ISO ISO 11134 : 1994 1994 Sterilization of health care products - Requirements for validation and
routine control-industrial moist heat sterilization.

239 | 15 Sterility ;= f ISO ISO 11135 - 1994 1994 Medical Devices - Validation and Routine Control of Ethylene Oxide
Sterilization.

240 | 15 Sterility ;= f ISO ISO 11137 = 1995, 2001 Sterilization of Health Care Products - Requirements for Validation and

Amendment 1 : 2001 Routine Control-Radiation Sterilization and Amendment 1

241 | 15 Sterility ;= f ISO ISO 11607:2000 2003 Packaging for terminally sterilized medical devices

242 | 15 Sterility ;= f CNS CNS 14709 2013 Sterilization of medical devices - Validation and routine control of
sterilisation by irradiation (MOD ISO 11737)

243 | 15 Sterility ;= f AAMI ST66:1999 1999 Sterilization of health care products Chemical indicators Part 2: Class 2
indicators for air removal test sheets and packs

244 | 15 Sterility ;= f ISO ISO 11135-1:2007 2007 Sterilization of health care products -- Ethylene oxide -- Part 1:
Requirements for development, validation and routine control of a
sterilization process for medical devices

245 | 15 Sterility ;= f ISO ISO/TS 2008 Sterilization of health care products -- Ethylene oxide -- Part 2: Guidance

11135-2:2008 on the application of ISO 11135-1
246 | 16 Tissue Engineering | ASTM ASTM F2311-08 2008 Standard Guide for Classification of Therapeutic Skin Substitutes
Eek1 4
247 | 16 Tissue Engineering | ASTM ASTM 2010 Standard Guide for in vivo Assessment of Implantable Devices Intended
.Elﬁ%‘« 1 42 F2451-05/(R)2010 to Repair or Regenerate Articular Cartilage
248 | 17 Neurology #! %55 | ASTM ASTM F1542-94 1994 Standard Specification for the Requirements and Disclosure of

(R2000)

Self-Closing Aneurysm Clips
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249 | 17 Neurology # 5% | CNS CNS 14509-2-10 2014 5'{55 THE — % 2-10 A Gdep PR AT 22 LR M2
72 & F(Medical electrical equipment — Part 2-10: Particular requirements
for the basic safety and essential performance of nerve and muscle
stimulators)

250 | 17 Neurology # 55 | AAMI AAMI 2015 Intracranial Pressure Monitoring Devices

NS28:1988/(R)2015

251 | 19 General I IEC IEC 60601-1-1:2000 | 2000 Medical Electrical Equipment - Part 1: General Requirements for Safety;
(ES/EMC) i * (%5 R Safety Requirements for Medical Electrical Systems.

REIREAT)

252 | 19 General I IEC IEC 60601-1-4:2000 | 2000 Medical Electrical Equipment - Part 1: General requirements for safety; 4.
(ES/EMC) i * (%5 R Collateral Standard: Programmable electrical medical systems.
TFIREARE)

253 | 19 General I IEC IEC 2012 Medical electrical equipment — Part 2-22: Particular requirements for
(ES/EMC) i # (%5 R 60601-2-22:2012 basic safety and essential performance of surgical, cosmetic, therapeutic
TH/IREATE) and diagnostic laser equipment - Edition 3.1

254 | 19 General II ISO ISO/TS 2012 Medical devices - Hierarchical coding structure for adverse events - Part
(ES/EMC) i * (%5 R 19218-2:2012 2: Evaluation codes - First Edition
TFIREARE)

255 | 6 General Plastic ASTM ASTM 2013 Standard Test Method for Evaluation of MR Image Artifacts from Passive

Surgery/General
Hospital - 4% %
) ¢k L e - g B
Pz A g% 258

F2119-07(2013)

Implants
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