




CERTIFICATE
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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Expiry Date:

sH200550'l
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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

.a>*

Date or lssu€: 2020{8-20

- 
',tl*;

Tina lsrael

I\Ianagef, US Cedification Body,

tr edical and Healfh SeNices

TUV SUD tun€ica Inc. .10 Centennial Dnv6 Ste 207 . Peabody, [4A O'1960 USA'V/w tuvsud.com
TUVt



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

Dab ol lssue: 2020-08-20
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Place and date: For the issuing office:
Praha, 08 October 2021 DNV - Business Assurance

Thákurova 4, 160 00 Praha, Czech Republic

Mária Lichnerová
Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.

ACCREDITED UNIT: DNV Business Assurance B.V., Zwolseweg 1, 2994 LB, Barendrecht, Netherlands - TEL: +31(0)102922689. www.dnv.com/assurance

MANAGEMENT SYSTEM

CERTIFICATE  

Certificate no.:
268639-2018-AQ-CZS-RvA-CC1

Valid:
26 November 2021 – 25 November 2024

Belongs to Central Office Certificate No.:
268639-2018-AQ-CZS-RvA

This is to certify that the management system of

EKOM spol. s r. o. 
Division Compressor
Priemyselná 5031/18, 921 01 Piešťany, Slovak Republic

has been found to conform to the Quality Management System standard:

ISO 9001:2015

This certificate is valid for the following scope:

Design and development, manufacture and sales of oil free compressors for industrial
use.

http://www.dnv.com/assurance


  
Place and date: For the issuing office:
Høvik, 03 December 2021 DNV Product Assurance AS

Veritasveien 3, 1363 Høvik, Norway

 

Cecilie Gudesen Torp
Management Representative

  

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.

ACCREDITED UNIT: DNV Product Assurance AS, Veritasveien 3, 1363 Høvik, Norway - TEL: +47 67 57 99 00. www.dnv.com

MANAGEMENT SYSTEM

CERTIFICATE  

Certificate no.:
282055-2019-AQ-CZS-Norwegian
Accreditation

Initial certification date:
30 January 2019

Valid:
31 January 2022 – 30 January 2025

This is to certify that the management system of

EKOM spol. s.r.o.
Priemyselná 5031/18, 921 01 Piešťany, Slovak Republic

has been found to conform to the Quality Management System standard:

ISO 13485:2016

This certificate is valid for the following scope:

Design, manufacture and sale of suction systems, oil free compressors with or without
drying and filtration systems for medical use.

http://www.dnv.com


 

MSD-CO-078-A Rev 0.0  Page 1 of 3 

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid. 
NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Høvik, Norway  -  Registered Enterprise No: NO 997 067 401 MVA . 

 

 

Full Quality Assurance System 

Certificate No.: 

9904-2017-CE-CZS-NA-PS rev.2.0 

Project No.: 

PRJC-89738-2008-PRC-SVK 

Valid Until: 
27 May 2024 

This is to certify that the quality system of: 

EKOM spol. s r.o. 
Priemyselná 5031/18, 921 01 Piešt'any, Slovak Republic 

For design, production and final product inspection/testing of: 
 

MEDICAL COMPRESSORS 

Has been assessed with respect to: 

THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN 

ANNEX II EXCLUDING SECTION 4 OF COUNCIL DIRECTIVE 

93/42/EEC ON MEDICAL DEVICES, AS AMENDED  
 

and found to comply. 

Further details of the product(s) and conditions for certification are given overleaf. 

Place and date: 

Høvik, 01 February 2021 

 

 

 
For: 
DNV GL PRESAFE AS 

Notified Body No.: 2460 

 

 

 

______________________________________________________________________________ 

Sholeh Gheissar 

The certificate is digitally verified by blockchain 
technology. For more info, see 
www.dnvgl.com/assurance/certificates-in-the-
blockchain.html   

 

https://www.dnvgl.com/assurance/certificates-in-the-blockchain.html
https://www.dnvgl.com/assurance/certificates-in-the-blockchain.html
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Certificate No.: 

9904-2017-CE-CZS-NA-PS rev.2.0  

Project No.: 

PRJC-89738-2008-PRC-SVK 

Valid Until: 
27 May 2024 

NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Høvik, Norway  -  Registered Enterprise No: NO 997 067 401 MVA . 

 

 

 

Certificate history: 

 

 

Products covered by this Certificate: 

 

The complete list of devices is filed with the Notified Body 

 

 

 

  

Jurisdiction 

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om Medisinsk Utstyr” 
by the Norwegian Ministry of Health and Care Services. 

Revision Description Issue Date 

0.0 

Supersedes DNV GL (NB0434) certificate 

No. 106326-2011-CE-CZS-NA following transfer of 

notified body function to DNV Nemko Presafe AS 

(NB2460) at recertification 

2017-05-22 

1.0 Exclusion of DK50 D, DK50 DM from certificate 

Extension in scope -new products (in bold) added 
2020-04-01 

2.0 Re-certification  2021-02-01 

Product Description Product Name Class 

Medical compressors 

DK50 DS 

DK50 DE 

DK50 DI 

AIR-550 

IIb 

Sites covered by this certificate  

Site Name Address 

EKOM spol. s r. o. 
Priemyselná 5031/18, 921 01 Piešťany, Slovak 
Republic 
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Certificate No.: 

9904-2017-CE-CZS-NA-PS rev.2.0  

Project No.: 

PRJC-89738-2008-PRC-SVK 

Valid Until: 
27 May 2024 

NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Høvik, Norway  -  Registered Enterprise No: NO 997 067 401 MVA . 

Terms and conditions 

The certificate is subject to the following terms and conditions: 
◼ Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his 

product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of defective 

products. 

◼ The certificate is only valid for the products and/or manufacturing premises listed above. 

◼ The Manufacturer shall fulfil the obligations arising out of the quality system as approved and uphold 

it so that it remains adequate and efficient. 

◼ The Manufacturer shall inform Presafe of any intended updating of the quality system and Presafe will 

assess the changes and decide if the certificate remains valid. 

◼ Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the 

quality system. Presafe reserves the right, on a spot basis or based on suspicion, to pay unannounced 

visits. 

The following may render this Certificate invalid: 
◼ Changes in the quality system affecting production. 

◼ Periodical audits not held within the allowed time window. 

Conformity declaration and marking of product 

When meeting with the terms and conditions above, the producer may draw up an EC declaration of 
conformity and legally affix the CE mark followed by the Notified Body identification number of Presafe. 

End of Certificate 
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