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REGISTRATIONNO. 047210 100&0173

CERTIFICATE OF QUALITY MANAGEME

' SYSTEM FOR MEDICAL DEVI

This is to certify that the quality management system of

ShenZhenMindray Bio-Medical Electr }a‘{ Co.
Registered Address:Floor 1st~Floor 4th, Mindray Building, Keji ustrial
Park, Nanshan, Shenzhen, P.R.China
Manufacturing Address:Mindray Building, Keji 12th Road

The certificate is valid for the foll
The Design, Development, Production and Servi
panent momtor, Center Momlonng System. T

Information System, retropad detegforStg ging system, Auto Hnmamlagy Annlyzgr, Ur:nc Analyzer, Auto Silde
Maker&Statiner, Flow Cytometer, ic Glycohemoglobin Analyzer, Specific Protein Analyzer, Sample Processing,
hemistry Analyzer, Microplate reader, Chemiluminescence Immunoassay
Analyzer, CPR sensor, i Signs Monitor, Automated External Defibrillator, Ultrasonic Transducer
Automated Digital Cel}, lyzer and Vitro Dmgnosth: Reagent (within the scope of manufacturing ]:ccnse)

Date of issue: April 15,2021
Date of expiry: April 05 2024
Date of change: Novembcr 05,2021

BEIJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD. .~

Note: This eertificate will aot be continuously valid until the or gnni;aliun has been approved in the annual surveillance audit, The certificate informatinn are available on the
wehsite of the certification and accreditation administration of tl ople’s Rennhlk of China (https//www.enca.gov.en) or the website of CMD (hup:f/www.cmde.com.en). Address:
5% floor of Zhong Lian building, No.jin58, An Ding Men Wai stréet, Dongcheng di Beijing, 100011, P.R. China Telephone: 01062351993
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REGISTRATIONNO. 047210 10132R7L

s CERTIFICATE
~OF QUALITY MANAGEMENT S

This is to certify that the quality management system of

N ShenZhenMindray Bio-Medical Electr})ﬁ'
Registered Address:Floor 1st~Floor 4th, Mindray Building, Keji
Park, Nanshan, Shenzhen, P.R.China
Manufacturing Address Mindray Building, Keji 12(]1 Roa

The Design, Development, Production and Service

pa!u:nl mumtur, Ccntcr Monitoring System, T ) : oy
e sor, SpO2 Sensor, ECG Cable, NIBP Cuff, Temperature Probe,

cfibrillator/Monitor, Electrocardiograph, Anesthesia Machine,
ltrasonic Diagnostic Imaging System, Ultrasound Imaging
Mobile radiography system, Mobile Stand, Radiography Imaging
ging system, Auto Hematology Analyzer, Urine Analyzer, Auto Silde

ar°Signs Monitor, Automated External Defibrillator, Ultrasonic Transducer',
lyzer and Vitro Diagnostic Reagent (within the scope of manufacturing llccnse)

Date of issue: April 15,2021
Date of expiry: April 05,2024
Date of change: November 05,2021 -

BEIJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

HREAT

EFRE A

ERER
MANAGEMENT SYSTEM
CNAS C047-M

Note: This certificate will mot be continuously valid until the erganization has been nppmml in the annual surveillance audit. The certificate information are available on the
website of the certification and accreditation administration of the People's Rzpuh!ur of China (lmp /iwww.enea,gov.en) or the website of CMD (http:/www.emde.com.cn). Address
5% floor of Zhong Lian hulldlng. No, jlasB.An Dlng Men Wai :mu,m cheng distris jing,100011, F.R. China  Telephone: 010-62351993
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Shenzhen Mindray Bio-Medical
Electronics Co., Ltd.

Business Registration Address: 1~4F, Mindray Building, Keji 12 Road South,
ngh-Tech Industnal Park ,Nanshan District, Shenzhen City,

Guangdong Province, P.R. China

Business Operaton Address Mindray Building, Keji 12 Road South,
ngh-Tech Industrial Park, Nanshan District, Shenzhen City,

Guangdong Province, P.R. China

has been assessed and certified as meeting the requirements of

IS0 14001;

This certificate is valid from 17 September 20214
and remains valid subject to satisfacto
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VT IO ARRANS

Authorised by i

L RAL R
Ligialygal -

“MANAGEMENT
SGS United Kingdom Ltd X SYSTEMS
Rossmore Business Park Ellesmere Port Cheshire CHE5 3EN UK % 0005
t+44 (0)151 350-6666 f +44 (0)151 350-6600 www.sos.com Ry

HC SGS 1400115 01 0118 M2
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N L
Certficate CN17/31686, contifted «, , , . . 50
¢ Smtet

Shenzhen Mindray Bio-Medical
Electronics Co., Ltd.

»dyction and Distribdior/of Meg
nitor and Accessorfes, ta) 3
Center Monitoring System, Telei jianitaring Systep!

System, Endoscope Light Source and access rasonic Diagnostic
Equipment and Accessories, Digital Radigg em, Radiography
System, Hematology Analyzer, Clinical’ Ch&mi nalyzer, Urine Analyzer,
Microplate Reader, Micro r for invitro diagnostic use,

Cytometer, (Auto) Sample
r, Glycohemoglobin Analyzer,
atology Analyzer, Reagents for
Smilusfiinescence Immunoassay Reagents,
aassay Calibrators and Controls, Reagents for
gefits for Gycohemoglobin Analyzer, Calibrators and

Chemiluminescence Inmunoass
Processing System, Auto Slide
Specific Protein AnalyzerRegyg

Clinical Chemistry Analyze
Chemiluminescen
Flow Cytometer,

e Breathing Circuit, Heat and Moisture Exchanger,
Filter, Breathing Bag.

Additional facilities
Shehzhen Mindray Bio-Medical Electronics Co., Lid.
Guangming Production Factory

Business Registration Address: N0. 1203 Nanhuan Road, YuTang Street,
Guangming District, Shenzhen City, Guangdong Province, P.R: China
Business Operation Address: N0. 1203 Nanhuan Road, YuTang Street,
Guangming District, Shenzhen City, Guangdong Province, P.R. China

This decuman is issuad by fhe Company subject tn fts General Cenditions of
7 "Cerification Servlces accesslbie al ww.sgs.comierms_and_condifions.him.
‘Attention s dravin fo the limitaions of liabillty, indemnification and jurisdictional

d therein, The| oity.of this document may be verified at e Page 2 0f 2
hitp:Jiwww. sgs. comianicertiied-<l o st dlmctory, Ay A
unauthorized alleration, forgery or falsification of the content or em:maaf
his d nt is unlawiul and offe may be pr d to the fullest extent . 7

afthe law. 4
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o The management system of

Shenzhen Mindray Bio-Medical
Electronics Co., Ltd.

Business Registration Address: 1~4F, Mindray Building, Keji 12" Road South,
ngh-Tech Industnal Park,Nanshan District, Shenzhen City,

Guangdeng Province, P.R. China

Business Operamn Address: Mindray Building, Keji 12 Road South,
High-Tech Induslrial Park, Nanshan District, Shenzhen Cily,

Guangdong Province, P.R. China

,. @@h essed and cerlified as meeting the requirements of
& Z; !

Authorised by m
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0005

SGS United Kingdom Ltd
Rossmore Business Park Ellesmere Port Cheshire CHE5 3EN UK
t+44 (0)151 350-6666 F+44 (0)151 350-6600 wwiw.sgs.00m

HC SGS 45001 2018 0219, M2
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Shenzhen Mindray Bio-Medical
Electronics Co., Ltd.

Equipment (including Patient Monitor ant=Artéssori ital Signs Manit
‘Center Monitoring System, Telemetry Monitoring System, Pulse Oxime

XE e
Design and Development, Product&gd Distribution Qf i

System, Endoscope Light Source and accessories, Ult €
Equipment and Accessories, Digital Radiography Syste

Microplate Reader, Microplate Wash

Chemiluminescence Immunoassay Analyzer, Flg ér, (Auto] Sample
ystem, j oglobin Analyzer,

Specific Protein Analyzer, Reagents for e

Clinical Chemistry Analyzer, Chemilumij
Chemiluminescence Immunoas libraters and Controls, Reagents for
ohgr Analyzer, Calibrators and

, Disposable Anesthesia Mask,

sk, Disposable Breathing Circuit,
g Circuit, Heat and Moisture Exchanger,
Filter, Breathing Bag.

Additional faciiities
ray Bio Medical Electronics Co., Ltd.
Guangming Production Factory

egistration Address: NO. 1203 Nanhuan Road, YuTang Street,
hg Dlsirict Shenzhen City, Guangdong Province, P.R. China

Page2of2

This document s fssuad by the Company subject 1o its Ganaral Conditions of
Cartification Services an:assi:{e at www.sgs. wwtam\s,and mndlnms him,

Atenlion is drawn fo the fim and

ssiies established therein. The wmﬂm!y a!mssdonumenl maybe Wnﬁaﬂal

‘Any unauthorized alieration, marvorhlsﬁ:atnn nrli\semlm Of Bppearance.
of this document s unlnwﬁl\ and offenders mayh prosecutzd to the fullest
extent of the law.
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2. 3 HE R R AV BT B PR A FAE R

OF REGISTRATION

This is to certify that the management system of:

Henan Linuo
Medical Technology
Co. Ltd.

4th floor,Y09 building, 11#, Changchun Road High-tech Zone,
Zhengzhou, Henan Province, P.R.China

has been registered by Intertek as conforming to the requirements of:

ISO 13485:2016

The management system is applicable to:

Production and Sales of Electronic Urine Monitor.
Blood and Infusion Warmer

Unified Social Credit Identifier:
91410100MA40L4J279

Certificate Number:
0505024

Initial Certification Date:
04 December 2017

Date of Certification Decision:
04 December 2020

Issuing Date:
04 December 2020

Valid Until:
03 December 2023

C 2l

Calin Moldovean

President, Business Assurance

Intertek Certification Limited, 10A Victory
Park, Victory Road, Derby DE24 &ZF, United
Kingdom

Intertek Certification Limited is a
UKAS accredited body under
schedule of accreditation no. 014,

#0199 Tl
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