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Certification Mark:

 
Scope of Certificate: See Page 2 for Overall Scope Statement. 

Standard(s): ISO 9001:2015

The Certification Body of TÜV SÜD America Inc. certifies that the company mentioned above has established and is 
maintaining a quality management system that meets the requirements of the listed standards.

Report No.: SH2305501

Effective Date: 2023-07-01

Expiry Date: 2026-06-30
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Overall Scope Statement: Design and Development, Production and Distribution of 
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, 
Endoscope Light Source and Accessories, 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 Immunoassay 
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, Coagulation Analyzer and 
Accessories, Coagulation Reagents, Calibrators and 
Controls for Coagulation Analyzer, Automated Digital Cell 
Morphology Analyzer, Ion-Selective Electrodes, 
Disposable Anesthesia Mask, Reusable Anesthesia Mask, 
Respiratory Mask, Disposable Breathing Circuit, Reusable 
Breathing Circuit, Heat and Moisture Exchanger, Filter, 
Breathing Bag, Tympanic Thermometer, Wireless Module, 
Wireless Device 
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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 
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, Endoscope Light Source and Accessories, 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 Immunoassay 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, Coagulation Analyzer and 
Accessories, Coagulation Reagents, Calibrators and Controls 
for Coagulation Analyzer, Automated Digital Cell Morphology 
Analyzer, Ion-Selective Electrodes, Disposable Anesthesia 
Mask, Reusable Anesthesia Mask, Respiratory Mask, 
Disposable Breathing Circuit, Reusable Breathing Circuit, Heat 
and Moisture Exchanger, Filter, Breathing Bag, Tympanic 
Thermometer, Wireless Module, Wireless Device 
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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 
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, Endoscope Light Source and Accessories, 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 Immunoassay 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, Coagulation Analyzer and 
Accessories, Coagulation Reagents, Calibrators and Controls 
for Coagulation Analyzer, Automated Digital Cell Morphology 
Analyzer, Ion-Selective Electrodes, Disposable Anesthesia 
Mask, Reusable Anesthesia Mask, Respiratory Mask, 
Disposable Breathing Circuit, Reusable Breathing Circuit, Heat 
and Moisture Exchanger, Filter, Breathing Bag, Tympanic 
Thermometer, Wireless Module, Wireless Device 
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 TÜV SÜD Product Service GmbH 
 Certification Body 
 Ridlerstraße 65 
 80339 Munich 
 Germany 
 
 TÜV SÜD America Inc. 
 401 Edgewater Place Suite #500 
 Wakefield, MA 01880 USA 
 
 TÜV SÜD PSB Pte Ltd 
 15 International Business Park 
 TÜV SÜD @ IBP 
 Singapore 609937 
 
 TUV SUD BABT 
 Octagon House 
 Concorde Way 
 Fareham 
 Hampshire 
 PO15 5RL 
 United Kingdom 
 
 TÜV SÜD Certification and Testing (China) Co. Ltd. 
 No. 10 Huaxia Rd.(m) 
 Xishan District 
 Wuxi 
 Jiangsu 
 P.R.China 
 
 TÜV SÜD DO BRASIL SFDK 
 Rua do Tesouro, 23 - 17° andar 
 São Paulo - SP 
 01013-020 
 Brasil
	
This certificate has been digitally signed by TÜV SÜD Product Service GmbH on behalf of the certificate issuing certification body as named in the pdf document's footer.
 
The sole responsiblity for the content of the certificate is with the certificate issuing certification body.




