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Introduction  

CSSD TSSU 



Quality Manual                       

Policies and procedures   

Quality Management Systems 
for Medical Devices 

ISO 13485:2003 

Decontamination 
Equipment 

The Facility 
 

• Washer Disinfectors 
ISO 15883 

HTM2030 (UK) 
• Sterilizers 

EN 285, ISO 17665 
HTM2010 (UK) 

• Other Equipment 
ISO 14937 

 

 
• Design 
HBN13 (UK) 
 
• Environment 
ISO 14644 
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Risk Management 
Training 

 Resources Monitoring 
Auditing 

Customer Focus 
Tracking & Tracing of  

Instruments 

Reference to  

Policy of  

Corporate 
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Quality Manual  

1. Organization profile 
2. Quality Policy and 

Objective 
3. Management 

Responsibility 
4. Human Resources 

Management 
5. Material Management 

System 
6. Product Standard 
7. Risk Management, 

Measurement, analysis & 
Continue Quality 
Improvement 

8. Document Control 

 



Nearly Missed Case Management 



Key Performance Indicator 




