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Certificate
No. Q5 044751 0154 Rev' 02

Holder of Certificate: Shenzhen

ffiffi.#

E
Mindray Building
Keji 12lh Road Soulh
High-Teoh lnduslrial Pad(

Certificatlon Mark:

Scope of certificate:

Nanshan
518057 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Design and develoPment,
broduction and distribution ol
ictive mcdical devices (intonded) for monlto.ing'
diagnosis, anesthesia, bteathing and intensive care;

In-vit.o diegno6tic In6l.umgnt3i
Non-actlve accessodes
for breathing therapy and .nesthosia;
In-vitro diagnoltic reagenb and kits (intendEd)

for hematology, cllnical chemistry,
lmmunology and cell analyris
(Fo. detail Information see following pagesl
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ii trintaining a quality management 6ystem' which meets the requirements of the

listed standard(s). See also notes overleaf €

Report No.:

Valld from:
V.lid until:

sH2005s01

202049-01
2023-08.31

DatC, 202047-24
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Christoph Dicks

Head of Cerffcation/Notified BodY
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Certificate
No. Q5 0t14751 0164 Rev. 02

Applied Standard(s):

Facility(ies!:

EN ISO 13485:2016
Medical devices - Quality managemenl systems -
Requhements for reguleto.y plrposes
{lSO '13485:20'16}

olN EN ISO 13485:2016

Shenzhen Mindray Bio.illedical Eledronics Co., Ltd.
Mindray Buildjng, K6ji 12th Road South, High-Tech InduskialPark.
Nan6han, 518057 Shenzhen, PEOPLE'S REPUBLIC OF CHINA

Shenzhen Mindrey Bio-Medical Eleclronics Co.. Ltd.
1203 NanhuenAvenue, GuangmingDistrict. 518105 Shsnzhen,
PEOPLE'S REPUBLIC OF CHINA
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Gertificate
No. Q5 04475't 0164 Rov. 02

For the product(s)/product category (ies):

Paiienl Monitor and Accessories, Vital Signs Monitor,
Center Monitoring System, Telemetry Monitoring System'
Pulse Oximeter, Temperature Probe, Flow Sensor'
Ambulatory Blood pressure Monitor,
Defi brillator/Monitor and Accessories, Electrocardiograph'
Anesthesia Machine and accessories, Ventilator,
Air compressor, Endoscope Cameta System,
Ultrasonic Diagnostic Equipment and Accessories'
Digital Radiography System, Radiography System,

Hematology Analyzer, Clinical Chemistry Analyzer,
Urine Analyzer, Microplate Reader,
Microptate Washer for invitro diagnostic use '

Chemiluminescence lmmunoassay Analyzer,
Flow Cytometer, (Auto) Sample Processing System,
Auto Slide Maker&Stainer, Glycohemoglobin Analyzer,
Specific Protein Analyzer, Reagents for Hematology Analyzer,

Reagents for Clinical Chemistry Analyzer'
Chemiluminescence lmmunoassay Reagenls,
Chemiluminescence lmmunoassay 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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