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Characteristics of fields
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IEC 60601-2-36:2014 (Ed.2) Medical electrical equipment - Part 2-36: Particular
requirements for the basic safety and essential performance of equipment for

extracorporeally induced lithotripsy, 201.7.9.2.101 ‘Additional instructions for use’
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1) IEC 60601-2-36:2014 (Ed.2) Medical electrical equipment - Part 2-36: Particular
requirements for the basic safety and essential performance of equipment for
extracorporeally induced lithotripsy, 201.7.9.3.101 ‘Additional technical description’

2) IEC 61846:1998 Ultrasonics — Pressure pulse lithotripters — Characteristics of fields

3) FDA 7}ol¥l2 - Guidance for the Content of Premarket Notifications (510(k)s) for
Extracorporeal Shock Wave Lithotripters Indicated for the Fragmentation of Kidney
and Ureteral Calculi
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requirements for the basic safety and essential performance of equipment for

extracorporeally induced lithotripsy, 201.9.2.2.5 ‘Continuous activation’
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IEC 60601-2-36:2014 (Ed.2) Medical electrical equipment - Part 2-36: Particular
requirements for the basic safety and essential performance of equipment for

extracorporeally induced lithotripsy, 201.9.8.4.1 ‘General’
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IEC 60601-2-36:2014 (Ed.2) Medical electrical equipment - Part 2-36: Particular
requirements for the basic safety and essential performance of equipment for
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IEC 60601-2-36:2014 (Ed.2) Medical electrical equipment - Part 2-36: Particular
requirements for the basic safety and essential performance of equipment for

extracorporeally induced lithotripsy, 201.12.1.103 ‘Constancy testing methods’
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IEC 60601-2-36:2014 (Ed.2) Medical electrical equipment - Part 2-36: Particular
requirements for the basic safety and essential performance of equipment for

extracorporeally induced lithotripsy, 201.12.4.6 ‘Diagnostic or therapeutic acoustic

pressure’
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IEC 61846:1998 Ultrasonics - Pressure pulse lithotripters - Characteristics of

fields 7.2 ‘Temporal measurements’
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