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Medical Electrical Equipment Part 3-1: Essential Performance
1. 1 Anesthesias Jprf5 & | IEC IEC 60601-3-1:1996 | 1996 Requirements for Transcutaneous Oxygen and Carbon Dioxide Partial
Pressure Monitoring Equipment
) X Oxygen Monitors for Monitoring Patient Breathing Mixtures - Safet
2. | 1 Anesthesias Frf5 % | ISO ISO 7767:1997 1997 ve 8 8 y
Requirements
3. 1 Anesthesias JFrfs& | ISO ISO 8382:1988 1988 Resuscitators Intended for Use with Humans
4. 1 Anesthesias JFrf$& | ISO ISO 9918:1993 1993 Capnometers for Use with Humans - Requirements
) . ASTM Standard Specification for Minimum Performance and Safety
5. 1 Anesthesias -5 & | ASTM 1993 i . )
F920-93(R1999) Requirements for Resuscitators Intended for Use with Humans
: . ASTM : ) . . .
6. 1 Anesthesias -5 & | ASTM 1990 Standard Specification for Ventilators Intended for Use in Critical Care
F1100-90(R1997)
: . ASTM ) ) . . .
7. 1 Anesthesias -5 & | ASTM 2003 Standard Specification for Ventilators Intended for Use During Anesthesia
F1101-90(R2003)el
) X Standard Specification for Minimum Performance and Safety
8. 1 Anesthesias Frfis & | ASTM ASTM F1456-01 2001 )
Requirements for Capnometers
) . Medical electrical equipment — Part 2-84: Particular requirements for the
0. 1 Anesthesias JFrfs& | ISO ISO 10651-3:1997 1997 , , )
basic safety and essential performance of ventilators for the emergency
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medical services environment

Medical electrical equipment — Particular requirements for the basic

) ISO 21647:
10. | 1 Anesthesias ¥ | ISO 2005 safety and essential performance of respiratory gas monitors-Technical
2004/Cor 1:2005 :
Corrigendum 1
) Medical devices for conserving oxygen and oxygen mixtures - Particular
11. | 1 Anesthesias ¥ | ISO ISO 18779:2005 2005 ) BOnE v
requirements
12. | 1 Anesthesias %5 | CNS CNS 15003-1 2006 Fhos Wy B de—% 130 R SEERF WA B2 ? A
13. | 1 Anesthesias %5 | CNS CNS 15003-2 2006 Fhos Wy BG =% 230 FRY F M I ki
: FRFMER sz gl A —5 |30 BREFRFHEL 3T Mg
14. | 1 Anesthesias 5% | CNS CNS 15005-1 2006 ?’? FE o ¥ FREOR A B R By
) ‘f:\ff,gg‘y“%'ﬂﬂ “,u7 Xwﬁ-’ﬁm—;}vz 2R r ;E’_/J& L{,U7 XV:UE
15. | 1 Anesthesias ¥ | CNS CNS 15005-2 2006 P;B R Wy PR A
) N ASTM Standard Specification for Particular Requirements for Anesthesia
16. | 1 Anesthesias JFrf$E | ASTM 2005 ) )
F1850-00/(R)2005 Workstations and Their Components
EN
) Respiratory therapy equipment - Part 1: Nebulizing systems and their
17. | 1 Anesthesias 3% | EN 13544-1:2007+A1:2 | 2010 pIratory Hhetapy: equip g sy
009 components - Incorporates Amendment Al: 2009
IEC Medical electrical equipment — Part 2-13: Particular requirements for the
18. | 1 Anesthesias Jfrf¥% | [EC 2009 safety and essential performance of anaesthetic systems - Edition 3.1;
60601-2-13:2009 , ,
Consolidated Reprint
) N ISO 8359:1996/Amd . .
19. | 1 Anesthesias ¥ & | ISO 12012 2012 Oxygen Concentrators for Medical Use - Safety Requirements
2 Biocompatibility # Biological evaluation of medical devices -- Guidance on a
20. ISO ISO/TS 20993:2006 | 2006

A F

risk-management process
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3 Cardiovascular

Non active surgical implants - Particular requirements for cardiac and

21. v CEN EN 14299:2004 2004 . . . .
T B %5 g vascular implants - Specific requirements for arterial stents
3 Cardiovascular = Non active surgical implants - Particular requirements for cardiac and
22. e g CEN EN 12006-1:1999 1999 ) .
W g R vascular implants - Part 1: Heart valve substitutes
3 Cardiovascular Non active surgical implants - Particular requirements for cardiac and
23. e s CEN EN 12006-3:1998 1999 . .
W g ¥ vascular implants - Part 3: Endovascular devices
. Medical electrical equipment—Part 2-4: Particular requirements for the
3 Cardiovascular = ) ) ) )
240 ) L s 5 AAMI AAMI DF80:2003 2003 safety of cardiac defibrillators (including automated external
RN
TEF Pg defibrillators)
3 Cardiovascular AAMI ) ) ) . .
25. R AAMI 2001 Diagnostic electrocardiographic devices
W g F ECI1:1991(R2001)
) Medical electrical equipment- Part 2-30: Particular requirements for
3 Cardiovascular = IEC . . . . . ) .
26. o IEC 1999 safety, including essential performance, of automatic cycling non-invasive
T B Tf g 60601-2-30:1999 o .
blood pressure monitoring equipment
3 Cardiovascular < )
27 | o s ISO ISO 5841-1:1989 1989 Cardiac Pacemakers - Part 1 : Implantable Pacemakers
b s
3 Cardiovascular AAMI )
28. R AAMI 2002 Manual, electronic, or automated sphygmomanometers
W g ¥ SP10:2002/A1:2003
3 Cardiovascular = ) ) ) ) ]
29, | o s AAMI EC11:1991/(R)2007 | 1991 Diagnostic electrocardiographic devices
W § P H
) Medical electrical equipment -- Particular requirements for the basic
3 Cardiovascular < ] ) ) )
30 | L ag ISO ISO 9919:2005 2005 safety and essential performance of pulse oximeter equipment for medical
Hoi B P
use
31. |3 Cardiovascular ~ | CEN EN 1060-1:1995 1995 Specification for Non-invasive sphygmomanometers Part 1. General
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requirements

3 Cardiovascular '

ASTM

Standard Practice for Testing for Alternative Pathway Complement

32. s ASTM 2010 . ) .
T B %5 g F2065-00e1/(R)2010 Activation in Serum by Solid Materials
. EN
3 Cardiovascular = Non-invasive sphygmomanometers. Supplementary requirements for
33. v i CEN 1060-3:1997+A2:20 | 2009 : )
o B %5 g 09 electro-mechanical blood pressure measuring systems
) EN Non active surgical implants - Particular requirements for cardiac and
3 Cardiovascular = ) ) ) )
34. e g CEN 12006-2:1998+A1:2 | 2009 vascular implants - Part 2:Vascular prostheses including cardiac valve
e g ¥ F .
009 conduits
. %5 TRA — % 249 05 A ,&‘ﬁj‘;#ﬁ.‘;{ B & 2 B %A T Medical
3 Cardiovascular = i ) ] )
35 | el w g 5 CNS CNS 14509-2-49 2014 electrical equipment — Part 2-49: Particular requirements for the safety of
KRN
TEF Pg multifunction patient monitoring equipment (IDT: IEC 61267:2005)
4 Dental/ENT 7 # & ) )
36. . ISO ISO 13294:1997 1997 Dental Handpieces - Dental Air-Motors
/B gl B
4 Dental/ENT 7 # & )
37. , ISO ISO 7494:1996 1996 Dental Units
/B vl B
4 Dental/ENT 7 # & ) ) ) )
38. . ISO ISO 7785-1:1997 1997 Part 1: High-Speed Air Turbine Handpieces
/B vl B
4 Dental/ENT 7 #+ & ) )
39. o ISO ISO 7785-2:1995 1995 Part 2: Straight and Geared Angle Handpieces
EEL
4 Dental/ENT 7 #+ & )
40. o ISO ISO 1562:1993 1993 Dental Casting Gold Alloys
2 foap g
4 Dental/ENT 7 #+ & ) ) )
41. . ISO ISO 1563:1990 1990 Dental Alginate Impression Material
2 foapg
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4 Dental/ENT 7 #+ & ) )
42. o ISO ISO 1564:1995 1995 Dental Aqueous Impression Materials Based on Agar

2 g g

4 Dental/ENT 7 #+ & Dental base metal casting alloys Part 1: Cobalt-based alloys -
43, . ISO ISO 6871-1:1994 1994

JRERR T S TECHNICAL CORRIGENDUM 1:1998

4 Dental/ENT 7 # & ] )
44, ER Ty ISO ISO 6871-2:1994 1994 Dental Base Metal Casting Alloys Part 2: Nickel-Based Alloys

4 Dental/ENT 7 # & ) )
45. . ISO ISO 11498:1997 1997 Dental Handpieces: Dental Low Voltage Electrical Motors

/B gl &

4 Dental/ENT 7 # & ) )
46. . ISO ISO 13294:1997 1997 Dental Handpieces - Dental Air-Motors

/B gl &

4 Dental/ENT 7 # & Dental Casting Alloys with Noble Metal Content of At Least 25% but less
47. , ISO ISO 8891:2000 1998

/B gl & than 75%

4 Dental/ENT 7 # & Dentistry - Reversible-Irreversible Hydrocolloid Impression Material
48. . ISO ISO 13716:1999 1999

/B gl & Systems

4 Dental/ENT 7 # & ISO 9693:1999/Amd ) )
49. . ISO 2005 Metal-ceramic dental restorative systems.

/B gl & 1:2005

4 Dental/ENT 7 #¢ 7R -7 B A MR pEd £ T e p £ (Dental
50. ) PFlons | NS 14496 2012 PHAE-7 T Re AR RTE T

JRERR T S materials-Determination of color stability of dental polymeric aterials)

4 Dental/ENT 7 #+ & Dentistry — Compatibility testing — Part 1: Metal-ceramic systems -
51. . ISO ISO 9693-1:2012 2012 . .

/2 4 riEfl & First Edition

4 Dental/ENT 7 #+ & Periodontal curettes, dental scalers and excavators -- Part 4: Dental
52. . ISO ISO 13397-4 1997 o

JRERR T S excavators -- Discoid-type

5 General 1 (QS/RM) Clinical investigation of medical devices for human subjects — Part 1:
53. ISO ISO 14155-1 2003

¥ (&R

General requirements
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5 General 1 (QS/RM)

Clinical investigation of medical devices for human subjects — Part 2:

54, | & *F (& FE Rk /| ISO ISO 14155-2 2003 L o
Clinical investigation plans

boE g 22)

5 General I (QS/RM) Medical devices — Guidance on the selection of standards in support of
55. | * (& E Ik /[ 1SO ISO/TR 16142 2006 recognized essential principles of safety and performance of medical

k' I devices

5 General 1 (QS/RM)
56. | * (& FE k)| CNS CNS15013 2006 PRERD G FRFHETEE AL R

k')

5 General 1 (QS/RM)
57. | (& FE Ik /| IEC IEC 62366:2007 2007 Medical devices - Application of usability engineering to medical devices

k')

5 General 1 (QS/RM) FLXHA—F 16 30 A% 2w & fhiz - B& -t
58. | * (& FE Ik 5L/ | CNS CNS 14509-1-6 2015 ¥ * |4 (Medical electrical equipment — Part 1-6: General requirements for

k' I basic safety and essential performance — Collateral standard: Usability)

5 General I (QS/RM) ) ) ) ) )

. e 4 ISO/TS Medical devices - Hierarchical coding structure for adverse events - Part
59. | * (& E I kSISO 2013 _ N

b ) 19218-1/Amd1:2013 1: Event-type codes AMENDMENT 1 - First Edition

5 General 1 (QS/RM)
60. | * (&FF I k| AAMI AAMI TIR36:2007 | 2007 Validation of software for regulated processes

k')

5 General 1 (QS/RM) Medical devices-Recognized essential principles of safety and
6l1. ISO ISO 16142-1 2016

¥ (&R

performance of medical devices-Part 1: General essential principles and
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additional specific essential principles for all non-IVD medical devices

and guidance on the selection of standards

Medical devices - recognized essential principles of safety and
5 General 1 (QS/RM) performance of medical devices - part 2: generalESSENTIAL
62. | ¥ (HFE LR |ISO ISO 16142-2 2017 PRINCIPLES AND  ADDITIONAL SPECIFIC  ESSENTIAL
b'ep e PRINCIPLES FOR ALL IVD MEDICAL DEVICES AND GUIDANCE
ON THE SELECTION OF STANDARDS
6 General Plastic
Surgery/General . .
) , , Reusable all-glass or metal-and-glass syringes for medical use - Part 1:
63. | Hospital - 4% %35 | ISO ISO 595/1 1988 , ,
) Dimensions
bt/ - A F IR
AT EKE
6 General Plastic
Surgery/General . .
) , , Reusable all-glass or metal-and-glass syringes for medical use - Part 2:
64. | Hospital — 4% %35 | ISO ISO 595/2 1987 , ,
) o Design, performance requirements and tests
b A/ - A F IR
2 AREKE
6 General Plastic
Surgery/General . . . .
) , , ASTM Standard Performance and Safety Specification for Cryosurgical Medical
65. | Hospital — 4 % £ 35 | ASTM 1985
) I F882-84(R2002) Instruments
b g/ - A F IR
2 AREKE
6 General Plastic Standard Specification for Circulating Liquid and Forced Air Patient
66. ASTM ASTM F2196-02 2002 .
Surgery/General Temperature Management Devices
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Hospital - # % &4
oL E g/ - A F R
ARy KR

6  General Plastic

Surgery/General

%5 TEFTHEE>—% 1 ;- A% >H . Medical Electrical

67. | Hospital — 4% %25 | CNS CNS 14509 2012 Equipment--Part 1: General Requirements for Safety (IDE IEC
b E s - B F I 60601-1:1988)
ZpAGEH KR
6 G 1 Plasti .
enera astic %?aﬁi,ﬂgi_;_ﬁmﬁ\:—ﬂ& PHRT—EERE ] Pf?,f
Surgery/General
i ) ) Sv 2z % > 3 Z Medical Electrical Equipment--Part 1-1: General
68. | Hospital — 4% £ 35 | CNS CNS 14509-1 2013
4L e i R B Requirements for Safety-Collateral Standard: Safety Requirements for
o , Medical Electrical systems (IDE IEC 60601-1-1)
2 BAGRY %_%_
6 G 1 Plasti . ) ,
. ej‘éra 1 astic ;s;z;wg THE 28— - BT 2R HREE 2 TR
urge'ry ene':ra ) #4227 ¥ PlE Medical Electrical Equipment--Part 1-2: General
69. | Hospital — #& % %35 | CNS CNS 14509-2 2013
4L e i R B Requirements  for  Safety-Collateral  Standard:  Electromagnetic
PR kR Compatibility-Requirements and Tests (IDE IEC 60601-1-2)
g Gejlce}ral 1Plastlc FRRADTIEE > — %80 ¢ - &% PHET—HPEE 4
urge'ry ene':ra ) it %5 % % % Medical Electrical Equipment--Part 1-4: General
70. | Hospital — 4k % £ 35 | CNS CNS 14509-4 2013 ) .
4L e i R B Requirements for Safety-Collateral Standard: Programmable Electrical
PR A kR Medical Systems (IDE IEC 60601-1-4)
71. |6 General Plastic | CNS CNS 14624-1 2002 FR® Rk & —% - % D I EF AR
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Surgery/General
Hospital — 4k % 25
£ g - R F

A ER

72.

6 General Plastic
Surgery/General

Hospital — 4k % 25
ok ?ﬂiﬁ‘f/— HF I

AT ER

CNS

CNS 14624-4

2002

Pl R f— e ne

Ei%“ii*ﬁﬁﬁi

73.

6 General Plastic
Surgery/General

Hospital — 4% % #&25
g/ - F R

AT ER

CNS

CNS 14624-5

2002

74.

6 General Plastic
Surgery/General

Hospital — 4% % #&25
LA - F R

OB ER

CNS

CNS 14624-6

2002

> BRF ALk S iC R LR

75.

6  General Plastic
Surgery/General

Hospital — 4% % #&25
bl g/ - A F P

A ER

CNS

CNS 14624-7

2002

%5,;%% s]”rz,;; H—5% = Mix 4
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76.

6  General Plastic
Surgery/General

Hospital - # % &4
L T - R F R

AR R

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

77.

6  General Plastic
Surgery/General

Hospital - # 2 &4
L e - R F R

AR R

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

78.

6 General Plastic
Surgery/General

Hospital — 4% %2 £ 35
¢h fi:i /- AR5

AR KR

ISO

ISO 594-2:1998

1998

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

other medical equipment - Part 2: Lock fittings

79.

6 General Plastic
Surgery/General

Hospital — 4 2 £ 35
¢h fi:i /- AR5 iR

AR KR

AAMI

1136:2004

2004

Medical electrical equipment - Part 2: Particular requirements for safety

of baby incubators

80.

6 General Plastic
Surgery/General
Hospital — 4 %2 £ 35

e/ - R

CEN

EN 12470-5:2003

2003

—Part 5: Performance of infra-red ear

thermometers (with maximum device)

Clinical thermometers
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6  General Plastic

Surgery/General

Clinical thermometers —Part 3: Performance of compact electrical

81. | Hospital — 4% % %25 | CEN EN 12470-3:2000 2000 . i . . .
e thermometers (non-predictive and predictive) with maximum device
b g/ - A F IR
ZpAGEH KR
6 General Plastic
Surgery/General
. , , ANSI/AAMI ] .
82. | Hospital — 4 % £35 | AAMI 2012 Blood transfusion micro-filters
, BF7:2012
¢h fi:i /- AR5
ZpAGRE KR
6 General Plastic ) L . .
Surgical drapes, gowns and clean air suits, used as medical devices for
Surgery/General EN ) .. . .
) , , patients, clinical staff and equipment - General requirements for
83. | Hospital — 4 % %35 | CEN 13795:2011+A1:201 | 2013
) I manufacturers, processors and products, test methods, performance
U A 3 - d perf level
AR requirements and performance levels
6 General Plastic FRRA -5 259 A Mg s@E AP GRL AR 2L E
Surgery/General 14 5e 2 1 W] F_ Medical electrical equipment Part 2-59: Particular
84. | Hospital — 4 % £35 | CNS CNS 14509-2-59 2014 requirements for the basic safety and essential performance of screening
b g/ - A F IR thermographs for human febrile temperature screening (IDT: IEC
ZpAGE KR 80601-2-59:2008)
6 General Plastic
85. | Surgery/General CEN EN 13726-1 2003 Test methods for primary wound dressings - Part 1: Aspects of absorbency

Hospital — 4% 2 £ 35
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7 In Vitro Diagnostics

86. W % P CEN EN 13640:2002 2002 Stability Testing of In Vitro Diagnostic Reagents
o7 7 In Vitro Diagnostics CLSI NCCLS GP 1005 Assessment of the Clinical Accuracy of Laboratory Tests Using Receiver
| WA ER EH 10-A:1995 Operating Characteristic (ROC) Plots; Approved Guideline
) ) X Laboratory Instruments and Data Management Systems: Design of
7 In Vitro Diagnostics NCCLS T
88. L op CLSI 2003 Software User Interfaces and End-User Software Systems Validation,
LA %%5-‘1%: = GP19-A2:2001 . . o .
Operation, and Monitoring; Approved Guideline - Second Edition
7 In Vitro Diagnostics NCCLS NRSCL Terminology and Definitions for use in NCCLS Documents; Approved
89. o 2p CLSI 1998
L =D ‘R"’r% K B 8-A:1998 Standard
7 In Vitro Diagnostics Definitions of Quantities and Conventions Related to Blood pH and Gas
90. ol b CLSI CI2-A 1994 .
WHLeF R EH Analysis; Approved Standard (1994)
7 In Vitro Diagnostics Performance Characteristics for Devices Measuring PO2 and PCO2 in
91. o 2p CLSI C21-A 1992
WHLeF R EH Blood Samples; Approved Standard (1992)
. . . Fractional Oxyhemoglobin, Oxygen Content and Saturation, and Related
gp, | InVitro Diagnostics | .\ o | s s 1997 | Quantities in Blood: Terminology, M t, and Reporti
. - ntities  in ; rmin , asurement, an ing;
o‘?ﬁf’ﬁ/’}@*‘r%ﬂﬁﬁﬁ uantities | .00 e ology. easureme a eporting
Approved Guideline (1997)
7 In Vitro Diagnostics Blood Gas Preanalytical Considerations: Specimen Collection,
93. 2l CLSI C27-A 1993 o o
WAL e FLEH Calibration, and Controls; Approved Guideline (1993)
7 In Vitro Diagnostics ) ) S
94. W %5 B CLSI C42-A 1996 Erythrocyte Protoporphyrin Testing; Approved Guideline (1996)
7 In Vitro Diagnostics Solubility Test to Confirm the Presence of Sickling Hemoglobins -
95. CLSI H10-A2 1995

o e g E

Second Edition; Approved Standard (1995)
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7 In Vitro Diagnostics

Devices for Collection of Skin Puncture Blood Specimens - Second

96. CLSI H14-A2 1990
WAL erF R EH Edition; Approved Guideline (1990)
Detection and Quantitation of Rubella IGG Antibody: Evaluation and
7 In Vitro Diagnostics Performance Criteria for Multiple Component Test Products, Specimen
97. - CLSI I/LA6-A 1997 . , .
ML e o B Handling, and Use of Test Products in the Clinical Laboratory; Approved
Guideline (1997)
7 In Vitro Diagnostics Choriogonadotropin Testing: Nomenclature, Reference Preparations,
98. o CLSI I/LA10-A 1996 .. . -
WHLeF R EH Assay Performance, and Clinical Application; Approved Guideline (1996)
i . i Assessing the Quality of Systems for Alpha-Fetoprotein (AFP) Assays
go, | ImVitro Diagnosties | oy 17 1997 | Used in Prenatal Screening and Diagnosis of Neural Tube Defect
: - in Pren reening and Diagnosi ra ;
v‘?ﬁ“é"}@“‘r%g-‘}%:%%a‘ se e.aa. creening a agnosis of Neu ube Defects
Approved Guideline (1997)
. . . Primary Reference Preparations Used to Standardize Calibration of
100, | /I Vitro Diagnosties | /oy |y 419 A 1997 |1 hemical Assays for Serum Prostate Specific Antigen (PSA)
. - mmun mica r m Pr ific Antigen ;
%gﬂ?;/';@“fr%:}ﬁfgﬁ unoche .c | ssays for Seru ostate Specific ge
Approved Guideline (1997)
7 In Vitro Diagnostics Glossary and Guidelines for Immunodiagnostic Procedures, Reagents and
101. o CLSI DI1-A2 1992 . .
A E R E M Reference Materials-Second Edition
] ) ) Standardization of Sodium and Potassium Ion Selective Electrode
1og, | 7 In Vitro Diagnosties | - o9 ay 2000 | Systems to the Flame Photometric Reference Method; Approved Standard
: - m am metri ren ; r ndar
%ﬁﬂg@@*&%ﬁyﬁgﬁ ystems to the e Photometric Reference Method; Approved Sta
(2000)
] ] . Ionized Calcium Determinations: Precollection Variables, Specimen
o3, | | I Vitro Diagnosties | o o 3 a0 2001 | Choice, Collection, and Handling; Approved Guideline - Second Editi
. - ice, ion, an ndling; r ideline - n ition
%ﬁﬂg@@*&%ﬁyﬁgﬁ oice, Collection, a a g; Approved Guideline - Seco 0
(2001)
7 In Vitro Diagnostics Immunoprecipitin Analyses: Procedures for Evaluating the Performance
104. CLSI DI02-A2 1993

W g i

of Materials - Second Edition; Approved Guideline
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7 In Vitro Diagnostics

Procedure for Determining Packed Cell Volume by the Microhematocrit

105. CLSI H07-A3 2000
WAL e FL EH Method - Second Edition; Approved Standard - Third Edition
7 In Vitro Diagnostics Procedure for the Determination of Fibrinogen in Plasma; Approved
106. L p CLSI H30-A2 2001 o .
WAL eF R EH Guideline Second Edition
7 In Vitro Diagnostics Assays of vonWillebrand Factor Antigen and Ristocetin Cofactor
107. Lo CLSI H51-A 2002 L o
WHLeF R EH Activity; Approved Guideline
7 In Vitro Diagnostics Assessing the Quality of Radioimmunoassay Systems - Second Edition;
108. Lo CLSI LAOI-A2 1994 o
WHLeF R EH Approved Guideline
7 In Vitro Diagnostics The National Reference System for the Clinical Laboratory (NRSCL)
109. Lo CLSI RS2-A 1998 .
WAHLeF R EH Aspartate Aminotransferase (AST)
7 In Vitro Diagnostics The National Reference System for the Clinical Laboratory (NRSCL)
110. Lo CLSI RS3-A 1987
ML e F R B Cholesterol
7 In Vitro Diagnostics The National Reference System for the Clinical Laboratory (NRSCL)
111. Lo CLSI RS5-A2 1993 .
WHLeF R EH Total Protein
7 In Vitro Diagnostics The National Reference System for the Clinical Laboratory (NRSCL)
112. Lo CLSI RS6-A 1989 o
WAL F R EH Total Bilirubin
7 In Vitro Diagnostics Blood Alcohol Testing in the Clinical Laboratory; Approved Guideline
113. o CLSI T/DM6-A 1997
WAL e FLEH (1997)
7 In Vitro Diagnostics Information supplied by the manufacturer with in vitro diagnostic
114. - CEN EN 375:2001 2000 .
WAL e F L EH reagents for professional use
. . . Assessing the Quality of Immunoassay Systems: Radioimmunoassays,
115, | I Vio Dagnosties [ o pLagsoa 2004 dE Fi d Lumi I . Approved
gt e %5 B - an | n'zyme, uorescence, and Luminescence Immunoassays; Approve
Guidelines
116. | 7 In Vitro Diagnostics | ISO ISO/TR 18112:2006 | 2006 Clinical laboratory testing and in vitro diagnostic test systems—In vitro
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WAL e F R E i

diagnostic medical devices for professional use—Summary of regulatory

requirements for information supplied by the manufacturer

7 In Vitro Diagnostics

117. W %5 B % H CLSI C3-A4 2006 Preparation and Testing of Reagent Water in the Clinical Laboratory
1, | 7 n Vitro Diagnostics | oo o 2006 | Diagnostic nucleic acid mi
gt e 8 % - iagnostic nucleic acid microarrays
7 In Vitro Diagnostics Control of Preanalytical Variation in Trace Element Determinations;
119. Lo CLSI C38-A 1997 o
WHLeF R EH Approved Guideline
7 In Vitro Diagnostics Determination of Serum Iron, Total Iron-Binding Capacity and Percent
120. Lo CLSI H17-A 1998 . .
WAHLeF R EH Transferrin Saturation; Approved Standard
11, | 7 InVitro Diagnostics || o g o 1999 lity A for I hemistry; Approved Guideli
gt e 3 % - Quality Assurance for Immunocytochemistry; Approved Guideline
7 In Vitro Diagnostics , . .
: P LT R S MR R TR R MR MR Rk L2 T
122. WAL PR EH CNS CNS 15035:2006 1996 2T, B PR B ILPE p SRR S bR E R s s
o3, | 7 In Vitro Diagnostics | | xg73.4 1999 | Wellness Testing Using IVD Devices; Approved Guideli
gt PR EH - ellness Testing Using evices; Approved Guideline
7 In Vitro Diagnostics Glucose Monitoring in Settings Without Laboratory Support; Approved
124. o ANSI AST4-A2 2005 o .
WAL F R EH Guideline—Second Edition
7 In Vitro Diagnostics Assessment of the Clinical Accuracy of Laboratory Tests Using Receiver
125. - CLSI GP10-A 1995 , . o
WAL FLEEH Operating Characteristic (ROC) Plots; Approved Guideline
126, | 7 In Vitro Diagnosties |\ oy 1999 | Methodology for the Serum Bactericidal Test; Approved Guideli
: - r m ricida ; I idelin
v?ﬁﬂé/z‘@“‘r%-‘)%fﬁﬁ ethodology for the Seru acteric est; Approved Guideline
7 In Vitro Diagnostics Performance Standards for Antimicrobial Disk and Dilution Susceptibility
127. CLSI M31-S1 2004

WALEF R EH

Tests for Bacteria Isolated from Animals; Informational Supplement

15/30




7 In Vitro Diagnostics

Performance Standards for Antimicrobial Disk and Dilution Susceptibility

128. CLSI M31-A2 2002 Tests for Bacteria Isolated fi Animals; A d Standard—S d
W %%% % 1 es”s or Bacteria Isolated from Animals; Approved Standar econ
Edition
7 In Vitro Diagnostics Evaluation of Lots of Dehydrated Mueller-Hinton Broth for Antimicrobial
129. o CLSI M32-P 2001 o . o
WAL e FLEH Susceptibility Testing; Proposed Guideline
7 In Vitro Diagnostics Protocols for Evaluating Dehydrated Mueller-Hinton Agar; Approved
130. Lo CLSI M6-A2 2006 o
WHLeF R EH Standard - Second Edition
Quality Assurance of Laboratory Tests for Autoantibodies to Nuclear
7 In Vitro Diagnostics Antigens: (1) Indirect Fluorescence Assay for Microscopy and (2)
131. Lo CLSI ILA2-A2 2006 o o
1= ¥R FH Microtiter Enzyme Immunoassay Methods; Approved Guideline - Second
Edition
7 In Vitro Diagnostics Using Proficiency Testing to Improve the Clinical Laboratory; Approved
132. Lo CLSI GP27-A2 2007 o .
WAL F R EH Guideline - Second Edition
7 In Vitro Diagnostics Fine-Needle Aspiration Biopsy (FNAB) Techniques; Approved
133. Lo CLSI GP20-A2 2003 o .
WHLeF R EH Guideline-Second Edition
7 In Vitro Diagnostics Point-of-Care Monitoring of Anticoagulation Therapy; Approved
134. Lo CLSI H49-A 2004 o
WL F R EH Guideline
7 In Vitro Diagnostics . . . -
135. L on CLSI C30-A2 2002 Point-of-Care Blood Glucose Testing in Acute and Chronic Care Facilities
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