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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate
No. Q5 044751 0164 Rev. 06

Holder of Certificate: Shenzhen Mindray Bio- Medlcal

Electronics Co., Ltd.

Mindray Building

Keji 12th Road South

High-Tech Industrial Park
Nanshan

918057 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

tuvsud.comips:cert

Scope of Certificate: Design and Development, Production,.Service and
Distribution of: Active MedicakDevi ' ded)
/for.monitoring, diagnosis, anesthesia, 1

and intensive care; In-vitro:Pidg ostlc Instram ts;
“.Non-active accessories f¢ @ re.athmg therapy:and
anesthesia; In-vitro dlagn‘ _reagents-anc
kits(intended) for hematolog glmjea heémistry,
immunology and cell analysis (For detall

information see following pages)
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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 management system, which meets the
requirements Of.ithe listed standard(s). All applicable requirements of the Testing, Certification,
Validation and/Verification Regulations TUV SUD Group have to be complied with. For details
and certificate yvalidity see: www.tuvsud.com/ps-cert?q=cert:Q5 044751 0164 Rev. 06

ReportNo.: SH2405501
Valid from: 2024-08-15
Valid until: 2026-08-31

c@l(-v

Date, 2024-08-15 Christoph Dicks
Head of Certification/Notified Body

Reason: MoldSign Signature
Location: Moldova
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( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 044751 0164 Rev. 06

Product Service

lied Standard(s): SO 13485:2016
- (8) (EN 1SO 13485:2016/AC:2018, EN ISO43485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes|

Facility(ies): Shenzhen Mindray Bio-Médicaf Electronics Co., Ltd.
Mindray Building, Keji 12th Road /3outh, High-Tech Industrial Park,
Nanshan, 518057 Shenzhen, PEOPLE'S REPUBLIC OF CHINA

Design and Development, Production, Service and Distribution of:
Active Medical Devices(intended) for monitoring, diagnosis,
anesthesia, breathing and mtenswe care; In-vitro Diagnostic
Instruments; ' |

Non-active accessories for breathing therapy and anesthesia; In-
vitro diagnostic reagents and kits(intended) for hematology, clinical
chemistry, immunalegy and cell analysis (For detail information
see following pages)

Shenzhen Mlndray Blo-MeMﬁEWomcs Co., Ltd.
District; & f:;_;h;ﬁﬁq‘enzhen
"'EJesngn and Development, Rr@ uctlon Service and D

. Active Medical Dewces(mtean for monitorin sis,
/ /anesthesia, breathing and mteﬂsﬁveWrm gnostic
Instruments; s

Non-active accessories for breathing therapy and anesthesia; In-
vitro diagnostic reagents and kits(intended) for hematology, clinical
chemistry, immunology and cell analysis (For detail information
see following pages)
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( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate
No. Q5 044751 0164 Rev. 06

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

Patient Monitor and Accessories, Vital Signs Monitor, €enter Monitoring
System, Telemetry Monitoring System, Pulse Oxinieter, Temperature
Probe, Flow Sensor, Ambulatory Blood pressure /Monitor
Defibrillator/Monitor and Accessories, Electfocardiograph, Anesthesia
Machine and accessories, Ventilator, Air compressor, Endoscope
Camera System, Endoscope Light Soutce and accessories, Ultrasonic
Diagnostic Equipment and Accessories, Digital Radiography System,
Radiography System, Hematology-Analyzer, Clinical Chemistry
Analyzer, Urine Analyzer, Microplate Reader, Microplate Washer for
invitro diagnostic use, Chemiluminescence Immunoassay Analyzer,
Flow Cytometer, (Auto) Sample\Processing System, Autg Slide
Maker&Stainer, Glycohemoglobin Analyzer, Spemfmfw@t@' H“
Reagents for Hematology Analyzer, Reagents f?ri m\:al ‘Cheniistr
Analyzer, Chemiluminescénce Immunoassay Re: gents
Chemiluminescence Immunoassay Calibrators a\n Controls/R«ég,ents
for Flow Cytometer,‘Reagents for Glycohemoglobin.Analyzet,
Calibrators and Controls for Glycohemoglobin Analyzer, Coagulation
Analyzer and Accessories, Coagulation Reagents, Calibrators and
Controls for €oagulation Analyzer, Automated Digital Cell Morphology
Analyzer , lon-Selective Electrodes, Disposable Anesthesia Mask,
Reusable’Anesthesia Mask, Respiratory Mask, Disposable Breathing
Circuit, Réusable Breathing Circuit, Heat and Moisture Exchanger, Filter,
Breathing\Bag, Tympanic Thermometer, Microbial Analysis System,
Reagents for Urine Analyzer, Generator, Nasal Mask/Nasal Prong,
Détector and Imaging System.
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Christoph Dicks
RUEARM, 2024-08-15

Head of Certification/Notified Body
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Product Service
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