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 I I 

Foreword 

This standard is drafted according to the rules specified by GB/T 1.1-2009. 

This standard replaces YY 0310-2005 General specifications for X-ray equipment for 

computed tomography. 

Compared with YY 0310-2005, this standard has made main technological revisions as 

follows: 

—— Revise the description of applicable scope, add to which CT scanning device 

provides image data for radiotherapy treatment planning; 

—— Add two standards, normative references YY 0505 and YY/T 0708; 

—— Adjust environmental conditions in requirements to conditions required by GB 

9706.1; 

—— Add requirements of rotational speed of scanner; 

—— Modify “scanning time” to “exposure time”; 

—— Delete indicating instrument (5.5.5 in Version 2005); 

—— Add requirements of radiation treatment planning(RTP) and test methods. 

This standard is proposed by China Food and Drug Administration. 

This standard is under the jurisdiction of Technical Subcommittee of Medical X-ray 

Equipment and Tools of National Technical Committee of Medical Electric Appliances 

Standardization (SAC/TC 10/SC 1). 

Drafting organizations of this standard: Liaoning Institute of Medical Device Testing, 

HangWei GE Medical System Co., Ltd. 

Chief drafting staff: Wang Jianjun, Hao Suli, Mou Li, Han Qiang, Wang Shoumin. 

The historical version replaced by this standard is as follows: 

——YY 0310-1998, YY 0310-2005. 
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General specifications for X-ray equipment for computed tomography 

1 Scope 

This standard specifies terms and definitions, classification, composition, requirements 

and test methods of X-ray equipment for computed tomography ( hereafter referred to as 

CT scanning device). 

This standard applies to CT scanning devices, including the CT scanning device provides 

image data for radiotherapy treatment planning. 

2 Normative References 

The following quoted documents for the application of this document is essential. For 

dated reference documents, only the dated edition applies to this document. For undated 

reference documents, the latest edition (including all amendments) applies to this 

document. 

GB 9706.1  Medical electrical equipment--Part 1:General requirements for safety 

GB 9706.11  Medical electrical equipment-Part 2: Particular requirements for the safety 

of X-ray source assemblies and X-ray tube assemblies for medical diagnosis 

GB 9706.12 Medical electrical equipment-Part 1: General requirements for safety 

3.collateral STANDARD: General requirements for radiation protection in diagnostic X-ray 

equipment 

GB 9706.14  Medical electrical equipment-Part 2: Particular requirements for the safety 

of associated equipment of X-ray equipment 

GB 9706.15  Medical electrical equipment - Part 1: General requirements for safety - 1. 

Collateral standard: Safety requirements for medical electrical systems 

GB 9706.18  Medical electrical equipment - Part 2:Particular requirements for the safety 

of X-ray equipment for computed tomography 

GB/T 10149  Terminology and symbol for medical X-ray equipment 
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