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Appendix AA (informative appendix) special guide and principle explanation

Reference

Foreword

GB 9706 "Medical Electrical Equipment" is divided into the following parts:

---Part 1: General requirements for basic safety and basic performance;

---Part 1-3: General requirements for basic safety and basic performance Parallel standard:

Radiation protection of diagnostic X-ray equipment;

---Part 2-1: Specific requirements for the basic safety and basic performance of electron

accelerators with energy from 1MeV to 50MeV;

---Part 2-2: Special requirements for the basic safety and basic performance of

high-frequency surgical equipment and high-frequency accessories;

---Part 2-3: Special requirements for basic safety and basic performance of short-wave

treatment equipment;

---Part 2-4: Special requirements for the basic safety and basic performance of cardiac

defibrillators;

---Part 2-5: Special requirements for the basic safety and basic performance of ultrasonic

physical therapy equipment;

---Part 2-6: Special requirements for the basic safety and basic performance of microwave

therapy equipment;

---Part 2-8: Special requirements for the basic safety and basic performance of therapeutic

X-ray equipment with an energy of 10kV to 1MV;

---Part 2-11: Special requirements for basic safety and basic performance of gamma beam

therapy equipment;

---Part 2-12: Special requirements for the basic safety and basic performance of intensive

care ventilators;

---Part 2-13: Special requirements for basic safety and basic performance of anesthesia

workstations;

---Part 2-16: Specific requirements for basic safety and basic performance of hemodialysis,

hemodiafiltration and hemofiltration equipment;

---Part 2-17: Special requirements for basic safety and basic performance of automatic

control brachytherapy after-installation equipment;
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---Part 2-18: Specific requirements for basic safety and basic performance of endoscopic

equipment;

---Part 2-19: Special requirements for basic safety and basic performance of infant

incubators;

---Part 2-22: Special requirements for basic safety and basic performance of laser

equipment for surgery, plastic surgery, treatment and diagnosis;

---Part 2-24: Specific requirements for basic safety and basic performance of infusion

pumps and infusion controllers;

---Part 2-25: Special requirements for basic safety and basic performance of

electrocardiograph;

---Part 2-26: Specific requirements for the basic safety and basic performance of EEG

machines;

---Part 2-27: Special requirements for basic safety and basic performance of ECG

monitoring equipment;

---Part 2-28: Special requirements for the basic safety and basic performance of medical

diagnostic X-ray tube components;

---Part 2-29: Specific requirements for the basic safety and basic performance of

radiotherapy simulators;

---Part 2-36: Specific requirements for the basic safety and basic performance of in vitro

lithotripsy equipment;

---Part 2-37: Special requirements for the basic safety and basic performance of ultrasonic

diagnostic and monitoring equipment;

---Part 2-39: Specific requirements for the basic safety and basic performance of peritoneal

dialysis equipment;

---Part 2-43: Special requirements for the basic safety and basic performance of

interventional X-ray equipment;

---Part 2-44: Special requirements for the basic safety and basic performance of X-ray

computed tomography equipment;

---Part 2-45: The basic safety and basic performance of mammography equipment and

mammography stereotaxic devices Claim;

--- Part 2-54: Specific requirements for the basic safety and basic performance of X-ray

photography and fluoroscopy equipment;

---Part 2-60: Special requirements for basic safety and basic performance of dental

equipment;
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---Part 2-63: Special requirements for the basic safety and basic performance of extraoral

imaging dental X-ray machines;

---Part 2-65: Specific requirements for the basic safety and basic performance of intraoral

imaging dental X-ray machines;

---Part 2-66: Special requirements for basic safety and basic performance of hearing

equipment and hearing equipment system:

This part is part 2-45 of GB 9706:

This section was drafted in accordance with the rules given in GB/T 1.1-2009:

This part replaces GB 9706.24-2005 "Medical electrical equipment Part 2-45:

Mammography equipment and mammography stand Special requirements for the safety of

body positioning devices:

Compared with GB 9706.24-2005, the main technical changes in this part are as follows:

increased:

---The scope of application clarifies the mammography equipment including mammography

equipment and mammography stereotaxic device Equipment and including mammography

equipment using integrated digital X-ray image receiver or integrated fluorescence storage

subsystem (See:201:1:1);

---Basic performance requirements (see table:201:101);

---Added the apparent resistance of the power supply network, average gland dose, defect

detector unit, raw data, unprocessed data, comparison Degree to noise ratio (see:201:3);

---Automatic exposure control (AEC) repeatability (see 203.6:5:3:2:);

---Automatic exposure control (AEC) thickness response (see 203.6:5:3:

---Imaging performance (see 203.6:7);

---The correlation coefficient of the minimum air kerma rate in different target materials and

filtration combinations is given (see 203.6:7:104:1);

---Maximum loading time requirements under a specific mode (see 203.6:7:104: 2):

edited:

---Test method for linearity of air kerma kinetic energy at the interval of loading factors (see

203.6:3:1:2, GB 9706.24-2005 50:105:4):

This part uses the redrafting method to modify and adopt IEC 60601-2-45:2015 "Medical

Electrical Equipment Part 2-45: Mammary X-ray Special requirements for basic safety and

basic performance of photographic equipment and mammography stereotaxic devices:" the

technical differences between this part and IEC 60601-2-45:2015 and the reasons are as
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