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No. QSs 044751 0140 Rev. 02

Certificale Holder: Shenzhen
Electronics
Mindray Bui

Keji 12th Road

Ce ification Mark:

Scope of Certificate: See Page 2 for Overall Scope Statement

Standard(s): ISO 9001:2015

The Certific.tion Body of TirV StiD Ame.ica tnc, cer{n€s thatthe company m€ntioned abov€ h.s estabtished ano,s
maintaining. qualily management syslem that meets lh€ r€quirements ot th€ tisled standards.
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Report No.:
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CERTIFICATE
No. QSs 044751 0140 Rev. 02

Overall Scope Statement

Date of lssud 2020-08'20

Design and Development, Production and
Distribution of Medical Electronic Equipment
(including Patient Monitorand Accessories, Vilal
Signs Monitot Center Monitoring System, Telemetry
Monitoring System, Pulse Oximeler, Temperaiure
Probe, Flow Sensor, Ambulatory Blood Prcssure
lvlonitor, Detibrillator, Monitor and Accessories,
Electrocardiograph, Anesthesia Machine and
Accessories, Venlilator, 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 Washerfor In-Vitro Diagnostic
Use, Chemiluminescence lmmunossayAnalyzer,
Flow Cytometer, (Auto) Sample Processing System,
Auto Slide Makerand Stainer, Glycohemoglobin
Analyzer, Specitlc Protein Analyzer), Reagents for
Hematology Analyzer, Reagents for Clinical
Chemistry Analyzer, Chemiluminescence
lmmunoassay Reagents, Chemilumlnescence
lmmunoassay Calibrators and Controls, Reagents
for Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibralors and Controls for
Glycohemoglobln Analyzer, Disposable Anesthesia
Mask, Reusable Anesthesia lrask, Respiratory Mask,

Dlsposable Breathing Circuit, Reusable Breathing
Circuit, Heat and Moisture Exchanger, Filter,
Breathing Bag
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CERTIFICATE
No. QSs 044751 0140 Rev. 02

Faclliiy(ies):

Facility Scopesi

Shenzhen Mindray Bio-Medical Electronics Co., Ltd,
Mindray Building, Keji 1Ah Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen,
PEOPLE'S REPUBLIC OF CHINA

Design and Developmenl, Production and Distribution of
Medical Electronic Equipment (including Patient l\4onitor

and Accessories, Vital Signs Monitor, Center l\4onitoring

System, Telemetry Monitoring System, Pulse Oximeter,
Temperature Probe, Flow Sensor, Ambulatory Blood

Pressure Monitor, Defibrillator/ Monitor and
Accessories, Electrocardiograph, Anesthesia lvlachine

and Accessories, Ventilator, Air Compressor, Endoscope

Camera System, Uftrasonic Diagnostic Equipment and

Accessories, Digital Radiography System, Radiography
System, HematologyAnalyzer, Clinical Chemistry
Analyzer, Urine Analyzer, Llicroplate Reader, Microplale
Washer for In-Vitro Diagnostic use, Chemiluminescence
lmmunossay Analyzer, Flow Cytometer, (Auto) Sample
Processing System, Aulo Slide l\4aker and Stainer,
Glycohemoglobin Analyzer, Specific Prctein Analyzer),
Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence

lmmunoassay Reagents, Chemiluminescence
lmmunoassay Calibrato|s and Controls, Reagents for
Flow Cytometer, Reagents for Glycohemoglobin

Analyzer, Calibrators and Controls for Glycohemoglobin
Analyzer, Disposable Anesthesia Mask, Reusable
Anesthesia l\4ask, Respkatory lrask, Disposable
Breathing Circuit, Reusable Breathing Circuit, Heat and
l\4oisture Exchanger, Filter, Breathing Bag
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CERTIFICATE
No. QSs 044751 0140 Rev' 02

Facility(ies)

Facility Scopes:

Shenzhen Mindray Bio-Medical Electronics Co', Ltd.

1203 Nanhuan Avenue, Guangming District, 518106

Shenzhen, PEOPLE'S REPUBLIC OF CHINA

Design and Development, Production and Distibution of

l\4edical Electronic Equipment (including Patient lllonitor

and Accessories, Vital Signs Monitor, Certer l\,i1onitofing

System, Telemetry Monitoring System, Pulse Oximeter.

Temperature Probe, Flow Sensor. Ambulatory Blood

Pressure Monitor, Detbrillator/ Monitor and

Accessories, Electrocardiograph, Anesthesia Machine

and Accessories, Ventilator, Air Compregsor, Endoscope

Camera System, Ultrasonic Diagnostic Equipment and

Accessofies, Digital Radiography System, Radiography

Syslem, Hematology Analyzer, Clinical Chemistry

Analyzer, Urine Analyzer;t'iicroplate Reader, Microplate

Washer for In-Vitro Diagnostic use, Chemiluminescence

lmmunossay Analyzer, Flow Cytometer, (Auio) Sample

Prccessing System, Auto Slide Maker and Stainer,

clycohemoglobin Analyzer. Specific Protein Analyzer)

Reagenis for Hematology Analyzer, Reagents for

Clinical Chemistry Analyzer, Chemiluminescence

!mmunoassay Reagents, Chemiluminescence

lmmunoassay Calibrators and Corltrols, Reagents for

Flow Cytometer, Reagents for Glycohemoglobin

Anal\i"zer, Calibrators and Conirols for Glycohemoglobin

Analizer, Disposable Anesthesia Mask, Reusable

Anesthesia l\4ask, Respiratory lvlask, Disposable

Breathing Circuit, Reusable Breathing Circuit, Heat and

lvloisture Exchanger, Filter, Breathing Bag
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