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| 1EC 60601-1 £3 1 3.1 ~2014-09-16 1 7 A %0A Ton

InternationalMedicalBaseStandards

IECGeneralStandard:

I[EC60601-1,Edition3.1(2012-11-14)+Corr.1(2012-11-14)=

IEC60601-1,Edition3(2005-12)Ed.3,Corr.1(2006-12),Corr.2(2007-12),1S1(2008-04),1S2(2009-01-28),Am. 1(2012-07),1S3(2013-05)

Note,Corr.1linEd.3.1wasCorr.2inEd.3,butwasmistakenlyleftoutoftheamendedEd.3.1

NationalDeviations:

USA: ANSI/AAMIES60601-1:2005(R)2012(11-2012)=ANSI/AAMIES60601-1:2005(02/05),+Amendment1

CANADA:CSAC22.2N0.60601-1:14(2014)=CSAC22.2N0.60601-1:2008,+Amendment1

EUROPEANUNION: EN60601-1:2006+A1:2013(2013)=EN60601-1,Ed.3(2007-07),+Amendment11(2011),+Amendment1(2013)

IEC60601-1-xx(Collaterals):

60601-1-01:SafetyRegquirementsforMedicalElectricalSystems-Ed-2:(Nowinbasestandard)
60601-1-02:ElectromagneticCompatibility-RequirementsandTests.Ed.3(2007-03),1S1(2010-03),Ed.4(2014-02)

60601-1-03:Gen.RequirementsforRadiationProtectioninDiagnosticX-rayEquipment.Ed.2.(2008-01),A2 ret.1(2048!),Ed.2.1(2013-04)
60601-1-04:ProgrammableElectricalM2 reedicalSystefiNewinbasestandard)

60601-1-05:imagequalityanddeseforX-rayeguipment(Cancelled)
60601-1-06:UsabilityEd.3.(2010-01),A2 ret.1(2041®),Ed.3.1(2013-10)-Requires|EC62366(Usability, MedicalDevices)Ed.1(2007-10)

60601-1-07:Generalrequirementsformultiparameterpatientmonitoringequipment(MovedtolEC60601-2




IEC60601-2-xx,IEC/ISO80601-2-xx(Particulars):
60601-2-01: Medical Electron Accelerators in the Range 1 MeV to 50 MeV. Ed.3. (2009-10), Am.1 (2014-07),Ed.4 (project 2016-10)
60601-2-02: High Frequency Surgical Equipment. Ed.5. (2009-02), Corr.1 (2014-02)
60601-2-03:Short-WaveTherapyEquipment.Ed.3(2012-04)
60601-2-04:CardiacDefibrillators,Defibrillator-Monitors.Ed.3.(2010-12)
60601-2-05:UltrasonicTherapyEquipment.Ed.3.(2009-07)
60601-2-06:MicrowaveTherapyEquipment..Ed.2(2012-04)
60601-2-07:High\leltageGeneratorsofDiagnesticX-rayGenerators-(Incorporatedintol EC60601-2-54)
60601-2-08:TherapeuticX-rayEquipmentintheRange10kVto1MV.Ed.2.(2010-11), Am.1(Project2015-09)
60601-2-09:RatientContactDosimetersusedinRadiotherapyawith a ica ConnectedRadiationDetecto
60601-2-10:NerveandMuscleStimulators.Ed.2.(2012-06)
60601-2-11:GammaBeamTherapyEquipment.Ed.3.(2013-01)
80601-2-12(ISO):CriticalCareVentilators.Ed.1.(2011-05)
80601-2-13(1SO):AnestheticWorkstation.Ed.1(2011-08),Ed.2(Project2014-11)
60601-2-14:Electroconvulsive TherapyEquipment{1989-03)(Withdrawn)
60601-2-15:CapacitorDischargex-rayGenerators{1988-12)(Withdrawn)
60601-2-16:HemodialysisEquipment.Ed.3.(2008-04),Corr.1.(2008-10);Ed.4.(2012-03)

60601-2-17:Automatically-controlledbrachytherapyafterloadingequipment.Ed.3.(2013-11)
60601-2-18:EndoscopicEquipment.Ed.3.(2009-08)

60601-2-19:Infantincubators.Ed.2.(2009-02),Corr.1(2012-02)
60601-2-20:Infanttransportincubators.Ed.2.(2009-02),Corr.1(2012-02),Corr.2(2013-02)
60601-2-21:InfantRadiantWarmers.Ed.2.(2009-02),Corr.1(2013-02)
60601-2-22:Surgical,cosmetic,therapeutic,anddiagnosticlaserequipment.Ed.3.(2007-05),Am.1.(2012-10),Ed.3.1(2012-10)
60601-2-23:TranscutaneousPartialPressureMonitoringEquipment.Ed.3.(2011-02)
60601-2-24:InfusionPumpsandControllers.Ed.2(2012-10)

60601-2-25:Electrocardiographs.Ed.2.(2011-10)

60601-2-26:Electroencephalographs.Ed.3.(2012-05)
60601-2-27:ElectrocardiographicMonitoringEquipment.Ed.3.(2011-03),Corr.1(2012-05)
60601-2-28:X-raytubeassembliesformedicaldiagnosis.Ed.2.(2010-03)
60601-2-29:RadiotherapyStimulators.Ed.3.(2008-06)
80601-2-30(IEC/ISO):Automatednon-invasivesphygmomanometers.Ed.1(2009-01),Corr.1(2010-01),Am.1(2013-07),
Ed.1.1(2013-07)
60601-2-31:ExternalCardiacPacemakerswithinternalPowerSource.Ed.2.(2008-03),Am.1.(2011-06),Ed.2.1.(2011-09)
60601-2-32: Associated Equipment of X-ray Equipment. (Incorporated into IEC 60601-2-54)

60601-2-33: Magnetic Resonance Equipment for Medical Diagnosis. Ed.3 (2010-03), Corr.1 (2012-03), Am.1 (2013-04),
Ed. 3.1 (2013-04), Am.2 (Project 2015-07)

60601-2-34: Invasive Blood Pressure Monitoring Equipment. Ed.3 (2011-05)

80601-2-
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60601-2-44: X-ray Equipment for Computed Tomography. Ed.3. (2009-02), Corr.1. (2010-05), Am.1. (2012-08), Ed.3.1 (2012-09)
60601-2-45: Mammographic X-ray equipment and mammomagraphic stereotactic devices. Ed.3. (2011-02), Am.1 (2014-08), Am.1 (Project
2014-08)

60601-2-46: Operating Tables. Ed.2. (2010-12).

60601-2-47: Ambulatory Electrocardiographic Monitors [Holter Monitors]. Ed.2. (2012-02)

60601-2-48: Canceled

60601-2-49: Multiparameter Patient Monitoring Equipment. Ed.2. (2011-02)

60601-2-50: Infant phototherapy equipment. Ed.2. (2009-03), Corr.1. (2010-08)

60601-2-51: Recording and analyzing single and Multichannel electrocardiographs. (Incorporated into IEC 60601-2-25)

60601-2-52: Safety of Medical Beds (replaces IEC 60601-2-38). Ed.1. (2009-12), Corrl. (2010-09), Am.1 (Project 2014-09)

60601-2-53: Computer Assisted Electrocardiography Communication Protocol. Ed.1 (Canceled)

60601-2-54: X-ray equipment for radiography and radioscopy. Ed.1. (2009-06), Corr.1. (2010-03), Corr.2. (2011-06), Am.1 (Project 2015-02)
80601-2-55 (ISO): Respiratory gas monitors. Ed.1. (2011-12), Ed.2 (Project)

80601-2-56 (ISO): Clinical thermometers for body temperature measurement. Ed.1. (2009-012), Ed.2 (Project)

60601-2-57: Non-laser light source equipment intended for therapeutic, diagnostic, monitoring and cosmetic/aesthetic use. Ed.1. (2011-01)
80601-2-58 (IEC/ISO): Lens removal devices and vitrectomy devices for ophthalmic surgery. Ed.1 (2008-10), Ed.2 (2014-09)

80601-2-59 (IEC/ISO): Screening thermographs for human febrile temperature screening, Ed.1 (2008-10), Corr.1. (2009-04)

80601-2-60 (IEC/ISO): Dental equipment. Ed.1. (2012-02)

80601-2-61 (ISO): Pulse Oximeter equipment. Ed.1. (2011-03)

60601-2-
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	新版强制性产品认证实施规则正式实施
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