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PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

 
Scope of Certificate: See Page 2 for Overall Scope Statement.
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maintaining a quality management system that meets the requirements of the listed standards.
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Overall Scope Statement Design and Development, Production and 
Distribution of Medical Electronic Equipment 
(including Patient Monitor and Accessories, Vital 
Signs Monitor, Center Monitoring System, Telemetry 
Monitoring System, Pulse Oximeter, Temperature 
Probe, Flow Sensor, Ambulatory Blood Pressure 
Monitor, Defibrillator / Monitor and Accessories, 
Electrocardiograph, Anesthesia Machine and 
Accessories, Ventilator, Air Compressor, Endoscope 
Camera System, Ultrasonic Diagnostic Equipment 
and Accessories, Digital Radiography System, 
Radiography System, Hematology Analyzer, Clinical 
Chemistry Analyzer, Urine Analyzer, Microplate 
Reader, Microplate Washer for In-Vitro Diagnostic 
Use, Chemiluminescence Immunossay Analyzer, 
Flow Cytometer, (Auto) Sample Processing System, 
Auto Slide Maker and Stainer, Glycohemoglobin 
Analyzer, Specific Protein Analyzer), Reagents for 
Hematology Analyzer, Reagents for Clinical 
Chemistry Analyzer, Chemiluminescence 
Immunoassay Reagents, Chemiluminescence 
Immunoassay Calibrators and Controls, Reagents 
for Flow Cytometer, Reagents for Glycohemoglobin 
Analyzer, Calibrators and Controls for 
Glycohemoglobin Analyzer, Disposable Anesthesia 
Mask, Reusable Anesthesia Mask, Respiratory Mask, 
Disposable Breathing Circuit, Reusable Breathing 
Circuit, Heat and Moisture Exchanger, Filter, 
Breathing Bag

http://www.tuvsud.com/
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Facility(ies): Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
 Mindray Building, Keji 12th Road South, High-Tech 

Industrial Park, Nanshan, 518057, Shenzhen, 
PEOPLE’S REPUBLIC OF CHINA

  
Facility Scopes:
 

Design and Development, Production and Distribution of 
Medical Electronic Equipment (including Patient Monitor 
and Accessories, Vital Signs Monitor, Center Monitoring 
System, Telemetry Monitoring System, Pulse Oximeter, 
Temperature Probe, Flow Sensor, Ambulatory Blood 
Pressure Monitor, Defibrillator / Monitor and 
Accessories, Electrocardiograph,  Anesthesia Machine 
and Accessories, Ventilator, Air Compressor, Endoscope 
Camera System, Ultrasonic Diagnostic Equipment and 
Accessories, Digital Radiography System, Radiography 
System, Hematology Analyzer, Clinical Chemistry 
Analyzer, Urine Analyzer, Microplate Reader, Microplate 
Washer for In-Vitro Diagnostic Use, Chemiluminescence 
Immunossay Analyzer, Flow Cytometer, (Auto) Sample 
Processing System, Auto Slide Maker and Stainer, 
Glycohemoglobin Analyzer, Specific Protein Analyzer), 
Reagents for Hematology Analyzer, Reagents for 
Clinical Chemistry Analyzer, Chemiluminescence 
Immunoassay Reagents, Chemiluminescence 
Immunoassay Calibrators and Controls, Reagents for 
Flow Cytometer, Reagents for Glycohemoglobin 
Analyzer, Calibrators and Controls for Glycohemoglobin 
Analyzer, Disposable Anesthesia Mask, Reusable 
Anesthesia Mask, Respiratory Mask, Disposable 
Breathing Circuit, Reusable Breathing Circuit, Heat and 
Moisture Exchanger, Filter, Breathing Bag
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Facility(ies) Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
 1203 Nanhuan Avenue, Guangming District, 518106 

Shenzhen, PEOPLE’S REPUBLIC OF CHINA
  
Facility Scopes:
 
 

Design and Development, Production and Distribution of 
Medical Electronic Equipment (including Patient Monitor 
and Accessories, Vital Signs Monitor, Center Monitoring 
System, Telemetry Monitoring System, Pulse Oximeter, 
Temperature Probe, Flow Sensor, Ambulatory Blood 
Pressure Monitor , Defibrillator / Monitor and 
Accessories, Electrocardiograph,  Anesthesia Machine 
and Accessories, Ventilator, Air Compressor, Endoscope 
Camera System, Ultrasonic Diagnostic Equipment and 
Accessories, Digital Radiography System, Radiography 
System, Hematology Analyzer, Clinical Chemistry 
Analyzer, Urine Analyzer, Microplate Reader, Microplate 
Washer for In-Vitro Diagnostic Use, Chemiluminescence 
Immunossay Analyzer, Flow Cytometer, (Auto) Sample 
Processing System, Auto Slide Maker and Stainer, 
Glycohemoglobin Analyzer, Specific Protein Analyzer), 
Reagents for Hematology Analyzer, Reagents for 
Clinical Chemistry Analyzer, Chemiluminescence 
Immunoassay Reagents, Chemiluminescence 
Immunoassay Calibrators and Controls, Reagents for 
Flow Cytometer, Reagents for Glycohemoglobin 
Analyzer, Calibrators and Controls for Glycohemoglobin 
Analyzer, Disposable Anesthesia Mask, Reusable 
Anesthesia Mask, Respiratory Mask, Disposable 
Breathing Circuit, Reusable Breathing Circuit, Heat and 
Moisture Exchanger, Filter, Breathing Bag

http://www.tuvsud.com/
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 证书附件  

 

  
 

 标准 
 ISO 9001:2015  

 

 证书登记 码  01 100 1832306  
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 码  场地  认证范围 

  H 
/01 (分证书) 迪瑞 疗科技股份有限

公  
统一社会信用代码：
91220101605902656F 
注册地址：中华人民共和国 
吉林省长春市高新技术产业开发

云河街 95                                
邮编：130012 
经营地址：同上述地址 
 

体外诊断 疗器械的设计开发、生产和销售 

/02 (分证书) 迪瑞 疗科技股份有限

公  
统一社会信用代码：
91220101605902656F 
注册地址：中华人民共和国吉林

省长春市高新技术产业开发         
云河街 95                                   
邮编：130012 
经营地址：中华人民共和国吉林

省长春市高新技术产业开发  
宜居路 3333                               
邮编：130103 
 
 
 

体外诊断 疗器械的设计开发、生产和销售 

 

 2021-04-19    

 

            TÜV Rheinland Cert GmbH 
Am Grauen Stein · 51105 Köln 

 
 

 

 

 



        
 
 

 

 

 

 
 

  

 认证证书 
 

 
 

 标准 
 ISO 9001:2015 

 

 证书登记 码  01 100 1832306 

 

 证书持有者： 
 

 迪瑞 疗科技股份有限公   
统一社会信用代码：91220101605902656F 
 

 注册地址：中华人民共和国 林省长春市 
高新技术产业开发 云河街 95  
邮编：130012 
经营地址：同上述地址  
 
 所包括场地已列于证书附件上 
  

 

 认证范围：  体外诊断 疗器械的设计开发 生产和销售 
 

   证明完成了审核并满足了 ISO 9001:2015 标准的要求  
 
 

 

 有效期：  证书有效期从 2021-05-03 至 2024-05-02  
此证书须经过符 要求的监督审核保持有效  
 初次发证始于 2018 年 
 本证书信息可在国家认证认可监督管理委员会官方网站上查询 
http://www.cnca.gov.cn 

  

 2021-04-19   

 

  

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln  
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 认证证书 
 

 
 

 标准 
 ISO 9001:2015 

 

 证书登记 码  01 100 1832306/01 

 

 主证持有者： 

 

 

 

 迪瑞 疗科技股份有限公  
 中华人民共和国 林省长春市高新技术产业开发 云河街 95   
邮编：130012 
 

 场地： (分证书) 迪瑞 疗科技股份有限公  
统一社会信用代码：91220101605902656F 
注册地址：中华人民共和国 林省长春市 
高新技术产业开发 云河街 95                                                       
邮编：130012 
经营地址：同上述地址 
 
 
 
 
 

 

 认证范围：  体外诊断 疗器械的设计开发 生产和销售 

   证明完成了审核并满足了 ISO 9001:2015 标准的要求   

 

 有效期：  证书连同主证书 01 100 1832306 一起有效期从 2021-05-03 至 
2024-05-02  
此证书须经过符 要求的监督审核保持有效  
 本证书信息可在国家认证认可监督管理委员会官方网站上查询 
http://www.cnca.gov.cn 

  

 2021-04-19 
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 认证证书 
 

 
 

 标准 
 ISO 9001:2015 

 

 证书登记 码  01 100 1832306/02 

 

 主证持有者： 

 

 

 

 迪瑞 疗科技股份有限公  
 中华人民共和国 林省长春市高新技术产业开发 云河街 95   
邮编：130012 
 

 场地： (分证书) 迪瑞 疗科技股份有限公  
统一社会信用代码：91220101605902656F 
注册地址：中华人民共和国 林省长春市 
高新技术产业开发 云河街 95                                                       
邮编：130012 
经营地址：中华人民共和国 林省长春市 
高新技术产业开发 宜居路 3333                                                   
邮编：130103 
 
 

   

认证范围： 
  

体外诊断 疗器械的设计开发 生产和销售 

   证明完成了审核并满足了 ISO 9001:2015 标准的要求   

 

 有效期：  证书连同主证书 01 100 1832306 一起有效期从 2021-05-03 至 
2024-05-02  
此证书须经过符 要求的监督审核保持有效  
 本证书信息可在国家认证认可监督管理委员会官方网站上查询 
http://www.cnca.gov.cn 

  

 2021-04-19 
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 Annex to certificate  

 

  
 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1832306  
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    No.  Location  Scope 
  H 
/01 c/o Dirui Industrial Co., Ltd. 

Unified Social Credit Code: 
91220101605902656F 
Registration Address: 
95 Yunhe Street, New & High 
Tech. Development Zone,             
Changchun, 130012 Jilin,              
P. R. China 
Operation Address: same as 
above 

Design and Development, Manufacture and 
Sales of In Vitro Diagnostic Medical Test 
Systems 

/02 c/o Dirui Industrial Co., Ltd. 
Unified Social Credit Code: 
91220101605902656F 
Registration Address: 95 Yunhe 
Street, New & High Tech. 
Development Zone, 
Changchun, 130012 Jilin,              
P. R. China 
Operation Address: 3333 Yiju 
Street, New & High Tech. 
Development Zone, 
Changchun, 130103 Jilin,  
P. R. China                                    
 
 

Design and Development, Manufacture and 
Sales of In Vitro Diagnostic Medical Test 
Systems 

 

 2021-04-19    

 

            TÜV Rheinland Cert GmbH 
Am Grauen Stein · 51105 Köln 

 
 

 

 

 



        
 
 

 

 

 

 
 

  

 Certificate 
 

 
 

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1832306 

 

 Certificate Holder: 
 

 Dirui Industrial Co., Ltd.  
Unified Social Credit Code: 91220101605902656F 
 

 Registration Address: 95 Yunhe Street,  
New & High Tech. Development Zone,  
Changchun, 130012 Jilin, P. R. China 
Operation Address: same as above  
 
 including the locations according to annex 
  

 

 Scope:  Design and Development, Manufacture and Sales of in Vitro 
Diagnostic Medical Test Systems 
 

   Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met. 
 
 

 

 Validity:  The certificate is valid from 2021-05-03 until 2024-05-02. 
It remains valid subject to satisfactory surveillance audits. 
 First certification 2018 
 This certificate information can be searched on CNCA official 
website http://www.cnca.gov.cn 

  

 2021-04-19   

 

  

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln  
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 Certificate 
 

 
 

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1832306/01 

 

 Organization: 
 

 

 

 Dirui Industrial Co., Ltd. 
 95 Yunhe Street, New & High Tech. Development Zone, 
Changchun, 130012 Jilin, P.R. China 
 
 
 

 Site:  c/o Dirui Industrial Co., Ltd. 
Unified Social Credit Code: 91220101605902656F 
Registration Address: 95 Yunhe Street, New & High Tech. 
Development Zone, Changchun, 130012 Jilin, P. R. China              
Operation Address: same as above 
 
 
 
 

 

 Scope:  Design and Development, Manufacture and Sales of In Vitro 
Diagnostic Medical Test Systems 

   Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met.  

 

 Validity:  The certificate is valid in conjunction with the main certificate 01 
100 1832306 from 2021-05-03 until 2024-05-02. 
It remains valid subject to satisfactory surveillance audits. 
 This certificate information can be searched on CNCA official 
website http://www.cnca.gov.cn 

  

 2021-04-19 
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 Certificate 
 

 
 

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1832306/02 

 

 Organization: 
 

 

 

 Dirui Industrial Co., Ltd. 
 95 Yunhe Street, New & High Tech. Development Zone, 
Changchun, 130012 Jilin, P. R. China 
 
 
 

 Site:  c/o Dirui Industrial Co., Ltd. 
Unified Social Credit Code: 91220101605902656F 
Registration Address: 95 Yunhe Street,  
New & High Tech. Development Zone,  
Changchun, 130012 Jilin, P. R. China                                              
Operation Address: 3333 Yiju Street,  
New & High Tech. Development Zone,  
Changchun, 130103 Jilin, P. R. China                                              
 
 
 
 

 

 Scope:  Design and Development, Manufacture and Sales of In Vitro 
Diagnostic Medical Test Systems 

   Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met.  

 

 Validity:  The certificate is valid in conjunction with the main certificate 01 
100 1832306 from 2021-05-03 until 2024-05-02. 
It remains valid subject to satisfactory surveillance audits. 
 This certificate information can be searched on CNCA official 
website http://www.cnca.gov.cn 

  

 2021-04-19 
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