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Product Service

Holder of Certificate: Edan Instruments, Inc.
#15 Jinhui Road, Jinsha Community, Kengzi Sub-District
Pingshan District
518122 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

EN 1SO 13485

tuv-sud.com/ps-cert

Scope of Certificate:  Design and Development, Production and Distribution
of Transcranial Doppler System, Fetal Monitor, Fetal &
Maternal Monitor, Patient Monitor, Central Monitoring
System, Ultrasonic Pocket Doppler, Electrocardiograph,
Pulse Oximeter, Digital Ultrasonic Diagnostic Imaging
System, STRESS ECG, PC ECG, Vital Signs Monitor,
Finger Oximeter, Ultrasonic TableTop Doppler, Data
Management Software, Trolley (for medical use), ECG
Electrode, Holter System, Treadmill (for medical use),
Diagnostic Ultrasound System, Ultrasonic Imaging
Management System, Blood Gas and Chemistry
Analysis System (Including Blood Gas and Chemistry
Analyzer, Calibrant Fluid Pack, Test Cartridge, Controls,
External Electronic Simulator, Capillary Adaptor,
Ampoule adaptor), Hematology Analyzer, Reagents for
Hematology Analyzer (Including Diluent, Lyse, Cleaner,
Bleach, Hematology Control, Hematology Calibrator),
Video Colposcope, Ultrasonic Transducer, TOCO
Transducer, SPO2 Sensor, Temperature Probe, ECG
Cable, Telemetry Transmitter, NIBP Cuff, Specific
Protein Immunoassay System (Including Protein Assay
Kit, Assay Buffer, Sample Dilution Buffer, Washing
Buffer, Protein Analyzer), Biofeedback and Stimulation
System, EMG/ Stimulation Sensor, Ambulatory Blood
Pressure Monitor, NIBP Tube, Connection Cable, Water
Trap, Needle Guide Bracket, ECG Analysis Software,
Fetal Telemetry System, Electrosurgical Generator.
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The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality mg ement system, which meets the
requirements of the listed standard(s). All appllcable 'j Shents of the testing and certification
regulation of TUVISEJI@HGWG@ha@ertenbéte@mphed Ei&') I' details and certificate validity see:
www.tuvsud.com/Reeit2h 84 0016 " 2 i
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Report No.: BJ21089103
Valid from: 2021-03-24
Valid until: 2022-11-30
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Date, 2021-03-24 Christoph Dicks
Head of Certification/Notified Body
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Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Edan Instruments, Inc.
#15 Jinhui Road, Jinsha Community, Kengzi Sub-District,

Pingshan District, 518122 Shenzhen, PEOPLE'S REPUBLIC OF
CHINA

See Scope of Certificate
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 TÜV SÜD Product Service GmbH 
 Certification Body 
 Ridlerstraße 65 
 80339 Munich 
 Germany 
 
 TÜV SÜD America Inc. 
 10 Centennial Drive Ste 207 
 Peabody, MA 01960 USA 
 
 TÜV SÜD PSB Pte Ltd 
 1 Science Park Drive 
 Singapore 118221 
 
 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.
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