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IEC 60601-2-49, Medical electrical equipment - Part 2-49:
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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
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Particular requirements for the basic safety and essential
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Particular requirements for the basic safety and essential
performance of transcutaneous partial pressure monitoring equipment
IS0 80601-2-61, Medical electrical equipment - Part 2-61:
Particular requirements for basic safety and essential performance
of pulse oximeter equipment

IEC 60601-2-26, Medical electrical equipment - Part 2-26:
Particular requirements for the basic safety and essential

performance of electroencephalographs



« IEC 60601-2-40, Medical electrical equipment — Part 2-40: Particular
requirements for the basic safety and essential performance of
electromyographs and evoked response equipment

« IEC 60601-2-34, Medical electrical equipment — Part 2-34: Particular
requirements for the basic safety and essential performance of
invasive blood pressure monitoring equipment

« ANSI/AAMI EC57, Testing and reporting performance results of

cardiac rhythm and ST segment measurement algorithms

< OAth,

+ JIS T 0601-1, PEEHIEXEA — 55 1 &8 « 02 M OFEAMEREICRE 5 —
i SR HETH

« [EC 60601-1, Medical electrical equipment - Part 1: General
requirements for basic safety and essential performance

- JIS C 62368-1, A—7 1A - ©F A4, 1FWKAONSIEEAirHsss — 5 150
LSRG

- JIS T 0601-1-2, [EMAESHEN—F 1 — 280 ALK OFARMAEIC
o —fxEEREFE—EE] - R — BRI L O

« IEC 60601-1-2, Medical electrical equipment—Part 1-2 : General
requirements for basic safety and essential performance—Collateral
Standard: Electromagnetic disturbances—Requirements and tests
ISO 13485, Medical devices — Quality management systems —
Requirements for regulatory purposes

- JIS Q 13485, ERHE&GE — B~V AL MU AT LA—FHIBRDTZD D
ERGIH

« ISO 14971, Medical devices—Application of risk management to
medical devices

- JIS T 14971, EHEER— U A7 w3V A 2 N OERBEIR~OIE ]

» JIS T 0993-1, EFRHE&GOEMZFARHME -6 15 : U A7 <V A b7
1 RN T D R K& OFABR

« IS0 10993-1, Biological evaluation of medical devices—Part 1:
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