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IT/AV 

AS/NZS 60065 Audio, video and similar electronic apparatus - Safety requirements 
Exclusion: 6, 7.2, 8.17, 8.21, 12.3, 13.6, 13.7, 14.2, 14.3, 14.6.4, 14.7, 16.1, 18, 
20.2.4, Annex H, Annex A  

CSA C22.2 No. 60065 Audio, video and similar electronic apparatus - Safety requirements 
Exclusion: 6, 7.2, 8.17, 8.21, 12.3, 13.6, 13.7, 14.2, 14.3, 14.6.4, 14.7, 16.1, 18, 
20.2.4, Annex H, Annex A 

CSA C22.2 No. 60950-1 Information technology equipment — Safety Part 1 General requirements 
Exclusion:  2.10.5.4 ,2.10.9 ,2.10.10 , 2.10.11 ,2.10.8.4, 3.2.5.1, 4.2.8, 4.3.12, 
Annex H, 4.3.13, A.3, Annex U, Annex AA, Annex CC.   

CSA C22.2 No. 62368-1 Audio/video Information and Communication Technology Equipment – Part 1: 
Safety Requirements 
Exclusion: 4.1.8,5.4.1, 5.4.12.3, 10.2, 5.4.1.5.3, 5.4.4.6.5, 7.2, G.10, Annex R, 
10, Annex C, G.5.3.4, G.7.1, G 8.2.3, G.9, G.13.6, G.15, Annex J , Annex 
M.4.2, M.4.4.4 ,M.7, M.8.2, S.3.2, P.4, Annex U, Y.3, Y.4 

EN 60065 Audio, video and similar electronic apparatus - Safety requirements 
Exclusion: 6, 7.2, 8.17, 8.21, 12.3, 13.6, 13.7, 14.2, 14.3, 14.6.4, 14.7, 16.1, 18, 
20.2.4, Annex H, Annex A 

EN 60950-1 Information technology equipment — Safety Part 1 General requirements 
Exclusion : 2.10.5.4 ,2.10.9 ,2.10.10 , 2.10.11 ,2.10.8.4, 3.2.5.1, 4.2.8, 4.3.12, 
Annex H, 4.3.13, A.3, Annex U, Annex AA, Annex CC.   

EN 62368-1 Audio/video Information and Communication Technology Equipment – Part 1: 
Safety Requirements 
Exclusion: 4.1.8,5.4.1, 5.4.12.3, 10.2, 5.4.1.5.3, 5.4.4.6.5, 7.2, G.10, Annex R, 
10, Annex C, G.5.3.4, G.7.1, G 8.2.3, G.9, G.13.6, G.15, Annex J , Annex 
M.4.2, M.4.4.4 ,M.7, M.8.2, S.3.2, P.4, Annex U, Y.3, Y.4 

IEC 60065 Audio, video and similar electronic apparatus - Safety requirements 
Exclusion : 6, 7.2,8.17, 8.21, 12.3, 13.6, 13.7, 14.2, 14.3, 14.6.4, 14.7, 16.1, 18, 
20.2.4, Annex H, Annex A 

IEC 60950-1 Information technology equipment — Safety Part 1 General requirements 
Exclusion : 2.10.5.4 ,2.10.9 ,2.10.10 , 2.10.11 ,2.10.8.4, 3.2.5.1, 4.2.8, 4.3.12, 
Annex H, 4.3.13, A.3, Annex U, Annex AA, Annex CC.   

IEC 62368-1 &  
IS/IEC 62368-1 

Audio/Video, Information and Communication Technology Equipment – Part 1: 
Safety Requirements 
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Exclusion: 4.1.8, 5.4.1,  5.4.12.3, 10.2,  5.4.1.5.3,  5.4.4.6.5,  7.2,  G.10,  Annex 
R, 10,  Annex C,  G.5.3.4,  G.7.1, G 8.2.3, G.9, G.13.6, G.15,  Annex J, Annex 
M.4.2,  M.4.4.4 , M.7,  M.8.2,  S.3.2,  P.4,  Annex U,  Y.3,  Y.4Exclusion: 
4.1.8,5.4.1, 5.4.12.3, 10.2, 5.4.1.5.3, 5.4.4.6.5, 7.2, G.10, Annex R, 10, Annex 
C, G.5.3.4, G.7.1, G 8.2.3, G.9, G.13.6, G.15, Annex J , Annex M.4.2, M.4.4.4 
,M.7, M.8.2, S.3.2, P.4, Annex U, Y.3, Y.4 

IS 616 Audio, video and similar electronic apparatus - Safety requirements 
Exclusion : 6, 7.2, 8.17, 8.21, 12.3, 13.6, 13.7, 14.2, 14.3, 14.6.4, 14.7, 16.1, 18, 
20.2.4, Annex H 

IS 13252 (Part 1) Information technology equipment — Safety Part 1 General requirements 
Exclusion : 2.10.8.4, 3.2.5.1, 4.2.8, 4.3.12, 4.3.13, Annex H, 4.3.13, A.3, Annex 
U, Annex AA, Annex CC.   

IS 16333 (Part 3:2022) Mobile phone handsets: Part 3 Indian language support for mobile phone 
handsets - Specific requirements (Second Revision) 

UL 60065 Audio, video and similar electronic apparatus - Safety requirements 
Exclusion : 6, 7.2, 8.17, 8.21, 12.3, 13.6, 13.7, 14.2, 14.3, 14.6.4, 14.7, 16.1, 18, 
20.2.4, Annex H, Annex A 

UL 60950-1 Information technology equipment — Safety Part 1 General requirements 
Exclusion : 2.10.5.4 ,2.10.9 ,2.10.10 , 2.10.11 ,2.10.8.4, 3.2.5.1, 4.2.8, 4.3.12, 
Annex H, 4.3.13, A.3, Annex U, Annex AA, Annex CC.   

UL 62368-1 Audio/video Information and Communication Technology Equipment – Part 1: 
Safety Requirements 
Exclusion : 4.1.8,5.4.1, 5.4.12.3, 10.2, 5.4.1.5.3, 5.4.4.6.5, 7.2, G.10, Annex R, 
10, Annex C, G.5.3.4, G.7.1, G 8.2.3, G.9, G.13.6, G.15, Annex J , Annex 
M.4.2, M.4.4.4 ,M.7, M.8.2, S.3.2, P.4, Annex U, Y.3, Y.4 

Luminaires 

EN 61347 d.c or ac Supplied Electronic Controlgear for LED Modules 
Exclusion: 18.2 , 14.7, Annex B.9.5, Annex N 

EN 61347-2-13 Particular requirements for d.c. or a.c. supplied electronic controlgear for LED 
modules 
Exclusion: Annex J, J.7, Annex J, J.11 , 14.7, 18.2, Annex B.9.5,Annex N  

EN 62560 Self-ballasted LED-lamps for general lighting services by voltage > 50 V - 
Safety specifications 
Exclusion: 15 and 17  

IEC 60598-02-1 Particular requirements - Fixed general-purpose luminaires 
Exclusion: 4.13.6, 4.18.2/Annex F, 4.24/Annex P, 4.26, 4.34, 4.35, 9.2.9 to 
.11,12.5.1e), Annex C 

IEC 60598-1 Luminaires - Part 1: General requirements and tests 
Exclusion: 4.13.6, 4.18.2/Annex F, 4.24/Annex P, 4.26, 4.34, 4.35, 9.2.9 to .11, 
12.5.1e), Annex C 

IEC 61347-1 d.c or ac Supplied Electronic Controlgear for LED Modules 
Exclusion: 18.2, 14.7, Annex B.9.5, Annex N 



 

TL-1152 
CSA India PRIVATE LIMITED 
Effective Date October 20, 2025 

Page 4 of 11 
IAS/TL/100-1 

 

 

IEC 61347-2-13 Particular requirements for d.c. or a.c. supplied electronic controlgear for LED 
modules 
Exclusion: Annex J, J.7, Annex J, J.11, 14.7, 18.2, Annex B.9.5, Annex N 

IEC 62560 Self-ballasted LED-lamps for general lighting services by voltage > 50 V - 
Safety specifications 
Exclusion: 15 and 17 

IS 10322 (Part 1) Specification for luminaires Part 1 General requirements 
Exclusion: 4.13.6, 4.18.2/Annex F, 4.24/Annex P, 4.26, 4.34, 4.35, 9.2.9 to .11, 
12.5.1e), Annex C 

IS 10322 (Part 5/Sec 1) Part 5 Particular requirements Section 1 Fixed General Purpose Luminaires 
Exclusion: 4.13.6, 4.18.2/Annex F, 4.24/Annex P, 4.26, 4.34, 4.35, 9.2.9 to .11, 
12.5.1e), Annex C 

IS 15885-2-13 Section XIII - Particular requirements for d.c. or a.c. supplied electronic 
controlgear for LED modules 
Exclusion: Annex J, J.7 , Annex J, J.11, 14.7, Annex B.9.5, Annex N 

IS 16102 (Part 1) Self-ballasted led lamps for general lighting services Part 1 Safety requirements 
Exclusion: 17 

Measuring Instruments 

CAN/CSA C22.2 No. 
61010-1 

Safety requirements for electrical equipment for measurement, control, and 
laboratory use - Part 1: General requirements 
Exclusion: 10.5.3, 11.7, 12.2.1, 12.3, 12.4, 12.5.1, 12.5.2, 12.6, 13.2.3, 14.8 

CAN/CSA C22.2 No. 
61010-2-010 

Safety requirements for electrical equipment for measurement, control and 
laboratory use - Part 2-010: Particular requirements for laboratory equipment for 
the heating of materials 
Exclusion: 10.5.3, 11,7, 12.2.1, 12.3, 12.4, 12.5.1, 12.5.2, 12.6, 13.2.3, 
13.2.101, 14.8 

CAN/CSA C22.2 No. 
61010-2-030 

Safety requirements for electrical equipment for measurement, control, and 
laboratory use - Part 2-030: Particular requirements for equipment having 
testing or measuring circuits 
Exclusion: 11.7, 12.2.1, 12.3, 12.4, 12.5.1, 12.5.2, 12.6, 13.2.3, 14.101, 101.2, 
101.4. 14.8 

CAN/CSA C22.2 No. 
61010-2-051 

Safety requirements for electrical equipment for measurement, control and 
laboratory use - Part 2-051: Particular requirements for laboratory equipment for 
mixing and stirring 
Exclusion: 10.5.3, 11.7, 12.2.1, 12.3, 12.4, 12.5.1, 12.5.2, 12.6, 
13.2.3,13.2.101,14.8 

CAN/CSA C22.2 No. 
61010-2-201 

Safety requirements for electrical equipment for measurement, control, and 
laboratory use - Part 2-201: Particular requirements for control equipment 
Exclusion: 10.5.3, 11,7, 12.2.1, 12.3, 12.4, 12.5.1, 12.5.2, 12.6, 13.2.3, 14.8 

EN 61010-1 Safety requirements for electrical equipment for measurement, control, and 
laboratory use - Part 1: General requirements 
Exclusion: 10.5.3, 11.7, 12.2.1, 12.3, 12.4, 12.5.1, 12.5.2, 12.6, 13.2.3, 14.8 

IEC 61010-1 Safety requirements for electrical equipment for measurement, control, and 
laboratory use - Part 1: General requirements 
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Exclusion: 10.5.3, 11.7, 12.2.1, 12.3, 12.4, 12.5.1, 12.5.2, 12.6, 13.2.3, 14.8 

IEC 61010-2-010 Safety requirements for electrical equipment for measurement, control and 
laboratory use - Part 2-010: Particular requirements for laboratory equipment for 
the heating of materials 
Exclusion: 10.5.3, 11,7, 12.2.1, 12.3, 12.4, 12.5.1, 12.5.2, 12.6, 13.2.3, 
13.2.101, 14.8 

IEC 61010-2-030 Safety requirements for electrical equipment for measurement, control, and 
laboratory use - Part 2-030: Particular requirements for equipment having 
testing or measuring circuits 
Exclusion: 11.7, 12.2.1, 12.3, 12.4, 12.5.1, 12.5.2, 12.6, 13.2.3, 14.101, 101.2, 
101.4. 14.8 

IEC 61010-2-051 Safety requirements for electrical equipment for measurement, control and 
laboratory use - Part 2-051: Particular requirements for laboratory equipment for 
mixing and stirring 
Exclusion: 10.5.3, 11.7, 12.2.1, 12.3, 12.4, 12.5.1, 12.5.2, 12.6, 
13.2.3,13.2.101,14.8 

IEC 61010-2-201 Safety requirements for electrical equipment for measurement, control, and 
laboratory use - Part 2-201: Particular requirements for control equipment 
Exclusion: 10.5.3, 11,7, 12.2.1, 12.3, 12.4, 12.5.1, 12.5.2, 12.6, 13.2.3, 14.8 

UL 61010-1 Safety requirements for electrical equipment for measurement, control, and 
laboratory use - Part 1: General requirements 
Exclusion: 10.5.3, 11.7, 12.2.1, 12.3, 12.4, 12.5.1, 12.5.2, 12.6, 13.2.3, 14.8 

UL 61010-2-010 Safety requirements for electrical equipment for measurement, control and 
laboratory use - Part 2-010: Particular requirements for laboratory equipment for 
the heating of materials 
Exclusion: 10.5.3, 11,7, 12.2.1, 12.3, 12.4, 12.5.1, 12.5.2, 12.6, 13.2.3, 
13.2.101, 14.8 

UL 61010-2-030 Safety requirements for electrical equipment for measurement, control, and 
laboratory use - Part 2-030: Particular requirements for equipment having 
testing or measuring circuits 
Exclusion: 11.7, 12.2.1, 12.3, 12.4, 12.5.1, 12.5.2, 12.6, 13.2.3, 14.101, 101.2, 
101.4. 14.8 

UL 61010-2-051 Safety requirements for electrical equipment for measurement, control and 
laboratory use - Part 2-051: Particular requirements for laboratory equipment for 
mixing and stirring 
Exclusion: 10.5.3, 11.7, 12.2.1, 12.3, 12.4, 12.5.1, 12.5.2, 12.6, 
13.2.3,13.2.101,14.8 

UL 61010-2-201 Safety requirements for electrical equipment for measurement, control, and 
laboratory use - Part 2-201: Particular requirements for control equipment 
Exclusion: 10.5.3, 11,7, 12.2.1, 12.3, 12.4, 12.5.1, 12.5.2, 12.6, 13.2.3, 14.8 

Household 

EN 60335-1 Household and similar electrical appliances - Safety - Part 1: General 
requirements 
Exclusion: 19.11.4.1, 19.11.4.2, 19.11.4.3, 19.11.4.4, 19.11.4.5, 19.11.4.6, 
19.11.4.7, 22.16, 22.32, Annex H, Annex J, Annex R, Annex T, Annex U 



 

TL-1152 
CSA India PRIVATE LIMITED 
Effective Date October 20, 2025 

Page 6 of 11 
IAS/TL/100-1 

 

 

EN 60335-2-14 Household and similar electrical appliances - Safety - Part 2-14: Particular 
requirements for kitchen machines 
Exclusion: 19.11.4.1, 19.11.4.2, 19.11.4.3, 19.11.4.4, 19.11.4.5, 19.11.4.6, 
19.11.4.7, 22.16, 22.32, Annex H, Annex J, Annex R, Annex T, Annex U 

IEC 60335-1 Household and similar electrical appliances - Safety - Part 1: General 
requirements 
Exclusion: 19.11.4.1, 19.11.4.2, 19.11.4.3, 19.11.4.4, 19.11.4.5, 19.11.4.6, 
19.11.4.7, 22.16, 22.32, Annex H, Annex J, Annex R, Annex T, Annex U 

IEC 60335-2-14 Household and similar electrical appliances - Safety - Part 2-14: Particular 
requirements for kitchen machines 
Exclusion: 19.11.4.1, 19.11.4.2, 19.11.4.3, 19.11.4.4, 19.11.4.5, 19.11.4.6, 
19.11.4.7, 22.16, 22.32, Annex H, Annex J, Annex R, Annex T, Annex U 

IS 302-1 Safety of household and similar electrical appliances, Part 1: General 
Requirements 
Exclusion: 19.11.4.1, 19.11.4.2, 19.11.4.3, 19.11.4.4, 22.16, 22.32, Annex H, 
Annex J, Annex R 

Fire (Material Testing) 

ANSI/IEC 60529 Degrees of protection provided by enclosures (IP Code) 
Exclusion: IP X9 

ASTM D635-18 Standard Test Method for Rate of Burning and/or Extent and Time of Burning of 
Plastics in a Horizontal Position 

ASTM D3801 Standard Test Method for Measuring the Comparative Burning Characteristics 
of Solid Plastics in a Vertical Position 

CSA C22.2 No. 0.17 Evaluation of Properties of Polymeric Materials (Inclusion from Cl. No 5.1 to 
5.2.4 only) 

CSA C22.2 No. 60529:16 Degrees of protection provided by enclosures (IP Code) 
Exclusion: IP X9 

IEC 60529  Degrees of protection provided by enclosures (IP Code) 
Exclusion: IP X9 

IEC 60695-2-11  Fire hazard testing – Part 2-11: Glowing/hot-wire based test methods – Glow-
wire flammability test method for end products (GWEPT) 

IEC 60695-10-2  Fire hazard testing - Part 10-2: Abnormal heat - Ball pressure test method 

IEC 60695-11-5  Fire hazard testing - Part 11-5: Test flames - Needle-flame test method - 
Apparatus, confirmatory test arrangement and guidance 

IEC 60695-11-10  Fire hazard testing - Part 11-10: Test flames - 50 W horizontal and vertical 
flame test methods 

IS/IEC 60034: Part 5 Rotating electrical machines - Part 5: Degrees of protection provided by the 
integral design of rotating electrical machines (IP code) - Classification 

IS/IEC 60529  Degrees of protection provided by enclosures (IP Code) 
Exclusion: IP X9 
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UL 94 Tests for Flammability of Plastic Materials for Parts in Devices and Appliances 
(Included Cl. No 7, 8 and 9 only) 

UL 746A Standard for polymeric materials - short term property evaluation (inclusion Cl. 
No 35 only) 

Medical 

ANSI/AAMI ES60601-1  Medical electrical equipment - Part 1: General requirements for basic safety and 
essential performance 
Exclusion: 6.3.3.2, 8.8.4.2, 9.5.2, 9.6.3,9.7.5, 10.1,10.2,10.3,10.4,11.6.7, 15.4.2, 
15.4.3.4, 15.5.2, 17,Annex G, Annex  L 

ANSI/AAMI HA60601-1-11 Medical electrical equipment - Part 1-11: General requirements for basic safety 
and essential performance - Collateral Standard: Requirements for medical 
electrical equipment and medical electrical systems used in the home 
healthcare environment 
Exclusion: Refer  to ANSI/AAMI HA60601-1,10 , 13.2 

ANSI/AAMI/IEC 60601-1-8 Medical electrical equipment - Part 1-8: General requirements for basic safety 
and essential performance - Collateral standard: General requirements, tests 
and guidance for alarm systems in medical electrical equipment and medical 
electrical systems 
Exclusion: Refer  to ANSI/AAMI HA60601-1 , 6.3.3 * Auditory Alarm Signals, 
Annex G, Annex H 

ANSI/AAMI/IEC 60601-2-
19 

Medical electrical equipment - Part 2-19: Requirements for the basic safety and 
essential performance of infant incubators 
Exclusion: Refer  to ANSI/AAMI HA60601-1,202 , 201.9.6.2.1.102, 201.11.7, 
201.17, 

ANSI/AAMI/IEC 60601-2-
21 

Medical electrical equipment - Part 2-21: Requirements for the basic safety and 
essential performance of infant radiant warmers 
Exclusion: Refer  to ANSI/AAMI HA60601-1,202 , 201.9.6.2.1.101, 201.17 

ANSI/AAMI/IEC 60601-2-
25 

Medical electrical equipment - Part 2-25: Particular requirements for the basic 
safety and essential performance of electrocardiographs 
Exclusion: Refer  to ANSI/AAMI HA60601-1,202 , 201.17 

ANSI/AAMI/IEC 60601-2-
27 

Medical electrical equipment - Part 2-27: Particular requirements for the basic 
safety and essential performance of electrocardiographic monitoring equipment 
Exclusion: Refer  to ANSI/AAMI HA60601-1,202 , 201.17, 208.6.3.3 

ANSI/AAMI/IEC 60601-2-
47 

Medical electrical equipment - Part 2-47: Particular requirements for the basic 
safety and essential performance of ambulatory electrocardiographic systems 
Exclusion Refer  to ANSI/AAMI HA60601-1,201.17,202  

ANSI/AAMI/IEC 60601-2-
50 

Medical electrical equipment - Part 2-50: Particular requirements for the basic 
safety and essential performance of infant phototherapy equipment 
Exclusion: Refer  to ANSI/AAMI HA60601-1,202 , 201.17 

ANSI/AAMI/IEC 62304 Medical device software - Software life cycle processes 

ANSI/AAMI/IEC 80601-2-
30 

Medical electrical equipment - Part 2-30: Particular requirements for the basic 
safety and essential performance of automated non-invasive sphygmomanome-
ters 
Exclusion: Refer  to ANSI/AAMI HA60601-1,201.15.3.5.101 ,202  
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ANSI/AAMI/IEC MP80601-
2-49 

Medical electrical equipment - Part 2-49: Particular requirements for the basic 
safety and essential performance of multifunction patient monitors 
Exclusion: Refer  to ANSI/AAMI HA60601-1,202, 201.17 

CAN/CSA-C22.2 No. 
60601-1 

Medical electrical equipment - Part 1: General requirements for basic safety and 
essential performance 
Exclusion: 6.3.3.2, 8.8.4.2, 9.5.2, 9.6.3,9.7.5, 10.1,10.2,10.3,10.4,11.6.7, 15.4.2, 
15.4.3.4, 15.5.2, 17,Annex G, Annex  L 

CAN/CSA-C22.2 No. 
60601-2-19 

Medical electrical equipment - Part 2-19: Requirements for the basic safety and 
essential performance of infant incubators 
Exclusion: Refer  to CAN/CSA-C22.2 No. 60601-1,202 , 201.9.6.2.1.102, 
201.11.7, 201.17, 

CAN/CSA-C22.2 No. 
60601-2-21 

Medical electrical equipment - Part 2-21: Requirements for the basic safety and 
essential performance of infant radiant warmers 
Exclusion: Refer  to CAN/CSA-C22.2 No. 60601-1,202 , 201.9.6.2.1.101, 
201.17 

CAN/CSA-C22.2 No. 
60601-2-25 

Medical electrical equipment - Part 2-25: Particular requirements for the basic 
safety and essential performance of electrocardiographs 
Exclusion: Refer  to CAN/CSA-C22.2 No. 60601-1,202 , 201.17 

CAN/CSA-C22.2 No. 
60601-2-26 

Medical electrical equipment - Part 2-26: Particular requirements for the basic 
safety and essential performance of electroencephalographs 
Exclusion: Refer  to CAN/CSA-C22.2 No. 60601-1,202 , 201.17 

CAN/CSA-C22.2 No. 
60601-2-27 

Medical electrical equipment - Part 2-27: Particular requirements for the basic 
safety and essential performance of electrocardiographic monitoring equipment 
Exclusion: Refer  to CAN/CSA-C22.2 No. 60601-1,202 , 201.17, 208.6.3.3 

CAN/CSA-C22.2 No. 
60601-2-47 

Medical electrical equipment - Part 2-47: Particular requirements for the basic 
safety and essential performance of ambulatory electrocardiographic systems 
Exclusion: Refer  to CAN/CSA-C22.2 No. 60601-1,202 ,201.17 

CAN/CSA-C22.2 No. 
60601-2-49 

Medical electrical equipment - Part 2-49: Particular requirements for the basic 
safety and essential performance of multifunction patient monitoring equipment 
Exclusion: Refer  to CAN/CSA-C22.2 No. 60601-1,202 , 201.17 

CAN/CSA-C22.2 No. 
60601-2-50 

Medical electrical equipment - Part 2-50: Particular requirements for the basic 
safety and essential performance of infant phototherapy 
Exclusion: Refer  to CAN/CSA-C22.2 No. 60601-1,202 , 201.17 

CAN/CSA-C22.2 No. 
62304 

Medical device software - Software life cycle processes 

CAN/CSA-C22.2 No. 
80601-2-61 

Medical electrical equipment - Part 2-61: Particular requirements for basic 
safety and essential performance of pulse oximeter equipment 
Exclusion: Refer  to CAN/CSA-C22.2 No. 60601-1,201.15.3.5.101.1 202 , 
201.10.4, 201.17 

CSA C22.2 No. 60601-1-6  Medical electrical equipment - Part 1-6: General requirements for basic safety 
and essential performance - Collateral standard: Usability 

CSA C22.2 No. 60601-1-8 Medical electrical equipment - Part 1-8: General requirements for basic safety 
and essential performance - Collateral standard: General requirements, tests 
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and guidance for alarm systems in medical electrical equipment and medical 
electrical systems 
Exclusion: Refer  to CAN/CSA-C22.2 No. 60601-1,6.3.3, Annex G, Annex H 

CSA C22.2 No. 60601-1-
11  

Medical electrical equipment - Part 1-11: General requirements for basic safety 
and essential performance - Collateral Standard: Requirements for medical 
electrical equipment and medical electrical systems used in the home 
healthcare environment 
Exclusion: Refer  to CAN/CSA-C22.2 No. 60601-1,10 , 13.2 

CSA C22.2 No. 60601-2-
37 

Medical electrical equipment - Part 2-37: Particular requirements for the basic 
safety and essential performance of ultrasonic medical diagnostic and monitor-
ing equipment 
Exclusion: Refer  to CAN/CSA-C22.2 No. 60601-1,202.6 , 201.17 

CSA C22.2 No. 80601-2-
30 

Medical electrical equipment - Part 2-30: Particular requirements for the basic 
safety and essential performance of automated non-invasive sphygmomanome-
ters 
Exclusion: Refer  to CAN/CSA-C22.2 No. 60601-1,201.15.3.5.,101 ,202 

EN 60601-1 Medical electrical equipment - Part 1: General requirements for basic safety and 
essential performance 
Exclusion: 6.3.3.2, 8.8.4.2, 9.5.2, 9.6.3,9.7.5, 10.1,10.2,10.3,10.4,11.6.7, 15.4.2, 
15.4.3.4, 15.5.2, 17,Annex G, Annex  L 

EN 60601-1-6 Medical electrical equipment - Part 1-6: General requirements for basic safety 
and essential performance - Collateral standard: Usability 

EN 60601-1-8 Medical electrical equipment - Part 1-8: General requirements for basic safety 
and essential performance - Collateral standard: General requirements, tests 
and guidance for alarm systems in medical electrical equipment and medical 
electrical systems 
Exclusion: Refer  to EN 60601-1,6.3.3, Annex G, Annex H 

EN 60601-1-11 Medical electrical equipment - Part 1-11: General requirements for basic safety 
and essential performance - Collateral Standard: Requirements for medical 
electrical equipment and medical electrical systems used in the home 
healthcare environment. 
Exclusion: Refer  to EN 60601-1,10 , 13.2 

EN 60601-2-19 Medical electrical equipment - Part 2-19: Requirements for the basic safety and 
essential performance of infant incubators 
Exclusion: Refer  to EN 60601-1,202 , 201.9.6.2.1.102, 201.11.7, 201.17, 

EN 60601-2-21 Medical electrical equipment - Part 2-21: Requirements for the basic safety and 
essential performance of infant radiant warmers 
Exclusion: Refer  to EN 60601-1,202 , 201.9.6.2.1.101, 201.17 

EN 60601-2-25 Medical electrical equipment - Part 2-25: Particular requirements for the basic 
safety and essential performance of electrocardiographs 
Exclusion: Refer  to EN 60601-1,202 , 201.17 

EN 60601-2-27 Medical electrical equipment - Part 2-27: Particular requirements for the basic 
safety and essential performance of electrocardiographic monitoring equipment 
Exclusion: Refer  to EN 60601-1,202 , 201.17, 208.6.3.3 

https://webstore.ansi.org/Standards/BSI/BSEN606012007A12013
https://webstore.ansi.org/Standards/BSI/BSENIEC60601212021
https://webstore.ansi.org/Standards/BSI/BSEN60601272014
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EN 60601-2-37 Medical electrical equipment - Part 2-37: Particular requirements for the basic 
safety and essential performance of ultrasonic medical diagnostic and monitor-
ing equipment 
Exclusion: Refer  to EN 60601-1,202.6 , 201.17 

EN 60601-2-47 Medical electrical equipment - Part 2-47: Particular requirements for the basic 
safety and essential performance of ambulatory electrocardiographic systems 
Exclusion: Refer  to EN 60601-1,202 Electromagnetic compatibility – Require-
ments and tests 

EN 60601-2-50 Medical electrical equipment - Part 2-50: Particular requirements for the basic 
safety and essential performance of infant phototherapy equipment 
Exclusion: Refer  to EN 60601-1,202 , 201.17 

EN 62304 Medical device software - Software life cycle processes 

EN 80601-2-26 / EN 
60601-2-26 

Medical electrical equipment - Part 2-26: Particular requirements for the basic 
safety and essential performance of electroencephalographs 
Exclusion: Refer  to EN 60601-1,202 , 201.17 

EN 80601-2-49 / EN 
60601-2-49 

Medical electrical equipment - Part 2-49: Particular requirements for the basic 
safety and essential performance of multifunction patient monitors 
Exclusion: Refer  to EN 60601-1,202.7 , 201.17 

EN IEC 80601-2-30 Medical electrical equipment - Part 2-30: Particular requirements for the basic 
safety and essential performance of automated non-invasive sphygmomanome-
ters 
Exclusion: Refer  to EN 60601-1,201.15.3.5.101 ,202  

EN ISO 80601-2-61 Medical electrical equipment - Part 2-61: Particular requirements for basic 
safety and essential performance of pulse oximeter equipment 
Exclusion: Refer  to EN 60601-1,201.15.3.5.101.1 ,202 , 201.10.4, 201.17 

IEC 60601-1 Medical electrical equipment - Part 1: General requirements for basic safety and 
essential performance 
Exclusion: 6.3.3.2, 8.8.4.2, 9.5.2, 9.6.3,9.7.5, 10.1,10.2,10.3,10.4,11.6.7, 15.4.2, 
15.4.3.4, 15.5.2, 17,Annex G, Annex  L 

IEC 60601-1-6 Medical electrical equipment - Part 1-6: General requirements for basic safety 
and essential performance - Collateral standard: Usability 

IEC 60601-1-8 Medical electrical equipment - Part 1-8: General requirements for basic safety 
and essential performance - Collateral standard: General requirements, tests 
and guidance for alarm systems in medical electrical equipment and medical 
electrical systems 
Exclusion: Refer  to IEC 60601-1,6.3.3, Annex G, Annex H 

IEC 60601-1-11  Medical electrical equipment - Part 1-11: General requirements for basic safety 
and essential performance - Collateral Standard: Requirements for medical 
electrical equipment and medical electrical systems used in the home 
healthcare environment. 
Exclusion: Refer  to IEC 60601-1,10 , 13.2 

IEC 60601-2-19 Medical electrical equipment - Part 2-19: Requirements for the basic safety and 
essential performance of infant incubators 
Exclusion: Refer  to IEC 60601-1,202 , 201.9.6.2.1.102, 201.11.7, 201.17, 

https://webstore.ansi.org/Standards/BSI/BSENIEC60601502021
https://webstore.ansi.org/Standards/BSI/BSENIEC80601492019
https://webstore.iec.ch/publication/2612
https://webstore.iec.ch/publication/2596
https://webstore.iec.ch/publication/2599
https://webstore.iec.ch/publication/67384
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IEC 60601-2-21  Medical electrical equipment - Part 2-21: Requirements for the basic safety and 
essential performance of infant radiant warmers 
Exclusion: Refer  to IEC 60601-1,202 , 201.9.6.2.1.101, 201.17 

IEC 60601-2-25 Medical electrical equipment - Part 2-25: Particular requirements for the basic 
safety and essential performance of electrocardiographs 
Exclusion: Refer  to IEC 60601-1,202 , 201.17 

IEC 60601-2-27 Medical electrical equipment - Part 2-27: Particular requirements for the basic 
safety and essential performance of electrocardiographic monitoring equipment 
Exclusion: Refer  to IEC 60601-1,202 , 201.17, 208.6.3.3 

IEC 60601-2-37  Medical electrical equipment - Part 2-37: Particular requirements for the basic 
safety and essential performance of ultrasonic medical diagnostic and monitor-
ing equipment 
Exclusion: Refer  to IEC 60601-1,202.6 , 201.17 

IEC 60601-2-47 Medical electrical equipment - Part 2-47: Particular requirements for the basic 
safety and essential performance of ambulatory electrocardiographic systems 
Exclusion: Refer  to IEC 60601-1,202  

IEC 60601-2-50 Medical electrical equipment - Part 2-50: Particular requirements for the basic 
safety and essential performance of infant phototherapy equipment 
Exclusion: Refer  to IEC 60601-1,202 , 201.17 

IEC 62304  Medical device software - Software life cycle processes 

IEC 80601-2-26 / IEC 
60601-2-26 

Medical electrical equipment - Part 2-26: Particular requirements for the basic 
safety and essential performance of electroencephalographs 
Exclusion: Refer  to IEC 60601-1,202 , 201.17 

IEC 80601-2-30 Medical electrical equipment - Part 2-30: Particular requirements for the basic 
safety and essential performance of automated non-invasive sphygmomanome-
ters 
Exclusion: Refer  to IEC 60601-1,201.15.3.5.101, 202  

IEC 80601-2-49 / IEC 
60601-2-49 

Medical electrical equipment - Part 2-49: Particular requirements for the basic 
safety and essential performance of multifunction patient monitors 
Exclusion: Refer  to IEC 60601-1,202.7 , 201.17 

IS 13450-1 Medical electrical equipment, part 1: general requirements for safety 
Exclusion:  
6.3.3.2, 8.8.4.2, 9.5.2, 9.6.3,9.7.5, 10.1,10.2,10.3,10.4,11.6.7, 15.4.2, 15.4.3.4, 
15.5.2, 17,Annex G, Annex  L 

ISO 80601-2-61  Medical electrical equipment - Part 2-61: Particular requirements for basic 
safety and essential performance of pulse oximeter equipment 
Exclusion: Refer  to IEC 60601-1,201.15.3.5.101.1 ,202 , 201.10.4, 201.17 

 
 

https://webstore.iec.ch/publication/64028
https://webstore.iec.ch/publication/2636
https://webstore.iec.ch/publication/2638
https://webstore.iec.ch/publication/22634
https://webstore.iec.ch/publication/2666
https://webstore.iec.ch/publication/64029
https://webstore.iec.ch/publication/22794
https://webstore.iec.ch/publication/26376
https://webstore.iec.ch/publication/29812
https://webstore.iec.ch/publication/31439

