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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: Ardo medical AG
Gewerbestraße 19
6314 Unterägeri
SWITZERLAND

Facility(ies): Ardo medical AG
Gewerbestraße 19, 6314 Unterägeri, SWITZERLAND

Certification Mark:

 
Scope of Certificate: Design and development, production and

distribution of surgical suction pumps and nursing 
products                                                           
Production and distribution of medical lubricants

 
Applied Standard(s): EN ISO 13485:2016 

Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). See also notes overleaf.

Report No.: 713182229

Valid from: 2020-08-25
Valid until: 2021-02-28

Date, 2020-08-25 Christoph Dicks
Head of Certification/Notified Body







Certification Body

at TÜV NORD CERT GmbH

TÜV NORD CERT GmbH 45141 EssenLangemarckstraße 20 www.tuev-nord-cert.com

applies a management system in line with the above standard for the following scope

Management system as per

ISO 9001 : 2015

In accordance with TÜV NORD CERT procedures, it is hereby certified that

C E R T I F I C A T E

Certificate Registration No. 44 100 150221-044

T

subject to regular surveillance audits. 

his certification was conducted in accordance with the TÜV

This certificate is valid in conjunction with the main certificate.

 NORD CERT auditing and certification procedures and is 

Sales and service of products, systems and services for
• Gas detection and detection equipment, personal protection, diving technology, 
  fire extinguishing, evacuation and fire detection systems, rescue equipment 
  and system technology solutions
• atient ventilation and inhalation, p edical supply units, 
  OR lights, patient monitoring incl. software
• Medical gas supply systems

Anesthesia, p ediatrics, m

Dräger Nederland B.V.
Huygensstraat 3-5
2721 LT Zoetermeer
Netherlands

with the site Beurtschipperstraat 1, 3194 DK Hoogvliet, The Netherlands

Audit Report No. 3522 6064

Essen, 2018-11-08

Valid from 2018-12-02

Valid until 2021-12-01

Initial certification 2015-12-02



 

This is to certify that the management system of: 

GROUPE AMORGOS – VLAD 
et Batteries 4Pro.com 

Main Site: 400 Rue Emille Dewoitine, 37210 Parcay-Meslay, 
France. 
 

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

ISO 14001:2015 
ISO 9001:2015 
 

The management system is applicable to: 

VLAD: Design, adaptation, assembly and supply studies of 
batteries, accumulators and accumulators for industrial and 
medical applications. 
 
B4P: Online sale of batteries, accumulators, batteries and other 
related items. 

 

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification 

Agreement.  This certificate’s validity is subject to the organisation maintaining their system in accordance with Intertek’s requirements for systems certification.  

Validity may be confirmed via email at certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the 

property of Intertek, to whom it must be returned upon request  

CT-ISO 9001:2015-COFRAC-EN-A4-P-01.jul.17 / CT-ISO14001:2015-COFRAC-EN-A4-01.jul.17 

 

Certificate Number: 
0085241 

Initial Certification Date: 
03 December 2018 

Date of Certification Decision: 
03 December 2018 

Issuing Date: 
17 December 2018 

Valid Until: 
02 December 2021 

 

Calin Moldovean 
President, Business Assurance 
 
Intertek Certification France 
Tour PB5, 1 Avenue du Général De Gaulle 
92800 Puteaux - France 
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CERTIFICATE

EN ISO 13485:2016

DEKRA Certification GmbH hereby certifies that the company

IT Dr. Gambert GmbH

Scope of certification:

Design and development, manufacture and distribution of electro-chemical gas sensors for medical 
equipment

Certified location:

Hinter dem Chor 21, 23966 Wismar, Germany

has established and maintains a quality management system according to the above mentioned 
standard. The conformity was adduced with audit report no. 50403-Z6-00.

This certificate is valid from 2018-09-17 to 2021-09-16

Registration No.: 50403-14-00

Ruth Delbeck-Bayer
DEKRA Certification GmbH Stuttgart; 2018-08-31

http://www.dekra-certification.de


 

This is to certify that the management system of: 
V.L.A.D. 
 
Main Site:  400 Rue Emille Dewoitine, 37210 Parcay-Meslay,  
France 
 
has been registered by Intertek as conforming to the requirements of: 

ISO 13485:2016 

The management system is applicable to: 
Design, manufacturing and supply of batteries for medical applications. 

Certificate Number: 
0086983 

Initial Certification Date: 
1 February 2019 

Date of Certification Decision: 
1 February 2019 

Issuing Date: 
16 September 2019 

Valid Until: 
31 January 2022 

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This 
certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at 
certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon 
request.  

CT-ISO 13485_2016-SCC-EN-LT-P-12.dec.17 

 

Calin Moldovean 
President 
 
Intertek Testing Services NA Ltd.,  
1829, 32nd avenue, Lachine, QC, H8T 3J1, 
Canada 

 













 

This is to certify that the quality management system of: 
Medica Corporation 
Main Site: 5 Oak Park Drive 

Bedford, Massachusetts 01730 United States 

 

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

ISO 13485:2016 

The quality management system is applicable to: 

 

The Design, Development, Manufacture, Service, Distribution of in-vitro 

diagnostic medical devices, in-vitro diagnostic test kits, in-vitro diagnostic 

reagents, in-vitro diagnostic analyzers/software used in the diagnosis and 

management of cancer, immune status, disease status, autoimmune 

status, cardiac markers, protein metabolism, endocrine disorders, blood 

analytes, urinalysis, blood gases. 

Certificate Number: 

0082581-01 

Initial Certification Date: 

2009-04-17 

Certificate Issue Date: 

2019-01-01 

Certificate Expiry Date: 

2021-04-16 

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This 

certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at 

certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon 

request.  

 

Calin Moldovean 

President 

Intertek Testing Services NA Ltd.,  
1829, 32nd avenue, Lachine, QC, H8T 3J1, 
Canada 

 



Certificate
No. Q5 076260 0009 Rev. 02
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: Shenyang Canta Medical Tech. Co., Ltd.
No.76-39 Shenbei Road
Daoyi Economic Development Zone
Shenbei New District
110136 Shenyang
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Shenyang Canta Medical Tech. Co., Ltd.
No.76-39 Shenbei Road, Daoyi Economic Development Zone, 
Shenbei New District, 110136 Shenyang, PEOPLE'S REPUBLIC 
OF CHINA

Certification Mark:

 
Scope of Certificate: Design and Development, Production and 

Service of Oxygen Concentrators and Sleep 
Apnoea Breathing Therapy Devices.

Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 076260 0009 Rev. 02  

Report No.: BJ20077701

Valid from: 2020-11-02
Valid until: 2023-10-18

Date, 2020-11-02 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20076260%200009%20Rev.%2002%C2%A0


Certificate
No. Q5 098084 0004 Rev. 01
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: Orantech Inc.
Zone#A, 4F
1st Bld, 7th Industrial Zone
Yulv Community, GongMing
Guangming New District
518106 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Orantech Inc.
Zone#A, 4F, 1st Bld, 7th Industrial Zone, Yulv Community, 
GongMing, Guangming New District, 518106 Shenzhen, 
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

 
Scope of Certificate: Design and Development, Production

and Distribution of Spo2 Sensor, NIBP Cuff,
Temperature Probe, ETCO2 Sensor, 
Fetal Transducer and Patient Cables and Leadwires

Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 098084 0004 Rev. 01  

Report No.: GZ2028001

Valid from: 2020-09-05
Valid until: 2023-09-04

Date, 2020-08-19 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20098084%200004%20Rev.%2001%C2%A0
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EC CERTIFICATE
for the Quality Assurance System

according the Directive 93/42/EEC,
Annex II excluding section (4)

As a Notified Body of the European Union, DEKRA Certification GmbH certifies, that the company

IT Dr. Gambert GmbH

Hinter dem Chor 21, 23966 Wismar, Germany

Certified location:

Hinter dem Chor 21, 23966 Wismar, Germany

applies a quality assurance system according to the Directive 93/42/EEC Annex II for the medical 
devices listed in the annex. The approval is based on the result of the re-certification audit report no. 
50403-Z6-00, the decision dated 2018-08-31 and is only valid in connection with the successful 
performance of the annual surveillance audits.

This certificate is valid from 2018-09-17 to 2023-09-16

Registration No.: 50403-16-07

Ruth Delbeck-Bayer
DEKRA Certification GmbH Stuttgart; 2018-08-31
Notified Body ID-number: 0124

http://www.dekra-certification.de


Annex to the EC Certificate No. 50403-16-07

Valid from 2018-09-17 to 2023-09-16

Revision status of the annex: 0 dated 2018-08-31

Devices/device categories included in the certificate:

DEKRA Certification GmbH * Handwerkstraße 15 * D-70565 Stuttgart * www.dekra-certification.de
Page 1 of 1

Class II a:

• Oxygen sensors

• Nitric oxide sensors

Ruth Delbeck-Bayer
DEKRA Certification GmbH, Stuttgart, 2018-08-31
Notified Body ID-number: 0124

http://www.dekra-certification.de




ATTESTATION CE

SCHILLER MEDICAL
4 rue Louis Pasteur

Défibrillateurs

Defibrillators

ATTESTATION / CERTIFICATE

Délivrée à Paris le 27 janvier 2021

Issued in Paris on January 27th, 2021

 / EC CERTIFICATE
ANNEXE II excluant le point 4 Directive 93/42/CEE relative aux dispositifs médicaux

ANNEX II excluding section 4 Directive 93/42/EEC  concerning medical devices

Fabricant /  Manufacturer

GMED atteste qu'à l'examen des résultats figurant dans le rapport référencé P177559, P600789, le système d'assurance qualité -
pour la conception, la production et le contrôle final - des dispositifs médicaux énumérés ci-dessus est conforme aux exigences
de l'annexe II excluant le point 4 de la Directive 93/42/CEE.

GMED certifies that, on the basis of the results contained in the file referenced P177559, P600789, the quality system - for design,
manufacturing, and final inspection - of medical devices listed here above complies with the requirements of the Directive 93/42/EEC, annex
II excluding section 4.

Début de validité / Effective date :

Valable jusqu'au / Expiry date :

January 27th, 2021 (included)
May 26th, 2024 (included)

GMED - 23246 rev. 8
 Modifie le certificat 23246-7

Lionel DREUX
Certification Director

Approbation du Système Complet d'assurance Qualité/ Approval of full Quality Assurance System

Catégorie du(des) dispositif(s) /  Device(s) category

67160 WISSEMBOURG FRANCE
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 N° 23246 rev. 8

Pour les dispositifs de classe III, un certificat CE de conception est requis
For class III devices, a EC design certificate is required

La validité du présent certificat est soumise à une vérification périodique ou imprévue
The validity of the certificate is subject to periodic or unexpected verification

Voir document complémentaire GMED / See GMED additional document

n° 37485





 

 

 Document complémentaire GMED n° 37485 rev. 1                    page 1/1 
 GMED additional document n° 37485 rev. 1  
 Dossiers / Files N° P177559 - P600789 

                                                              Délivré à Paris le 27/01/2021 
                                                              Issued in Paris on 01/27/2021           

                
 

GMED 0459 
 

      GMED - 37485 rev. 1  
      Modifie le document n° 37485 rev. 0 

 
 

 

 

 

 

 

Lionel DREUX 
Certification Director 

 

720 GMED 0901-4 rev 1 du 15/09/2020 

 

Ce document complémentaire GMED n° 37485 rev. 1 atteste de la validité du certificat 

CE n° 23246 rev. 8 au regard des informations listées ci-dessous. 

 
This GMED additional document n° 37485 rev. 1 attests to the validity of CE certificate  

n° 23246 rev. 8 with regard to the information listed below. 

 
 

Fabricant / Manufacturer:  

 

SCHILLER MEDICAL 

4 rue Louis Pasteur 

67160 WISSEMBOURG FRANCE 
  

 

Identification des dispositifs / Identification of devices 
 

Désignation du dispositif 
Device designation 

Référence commerciale du dispositif ou code 

article  
Device commercial name or article code 

Classe du DM 
MD Class 

 

Défibrillateurs 
Defibrillators 

 

- Défibrillateur FRED Easy 

 FRED Easy FRENCH FIREMAN 

 FRED Easy DSA (SD card)  

 FRED Easy DSA (Ethernet)  

 FRED Easy DSA / Manuel (SD card) 

 FRED Easy DSA /Manuel (Ethernet) 

 FRED Easy DA (SD card) 

 FRED Easy DA (Ethernet) 

 FRED Easy Life DSA (SD card) 

 FRED Easy Life DA (Ethernet)  

 FRED Easy Life DA (SD card)  

 FRED Easy Life DSA (Ethernet) 

 FRED Easy Online 

- Défibrillateur FRED PA-1 
 

 

IIb 

 

Site couvert et Activités / Location and Activities 

 
SCHILLER MEDICAL - 4 rue Louis Pasteur - 67160 WISSEMBOURG - FRANCE : 

Conception, fabrication et contrôle final / Design, manufacture and final control 
 













Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Teledyne Analytical Instruments
a business unit of
Teledyne Instruments, Inc.
16830 Chestnut Street
City of Industry
California
91748-1020
USA

Holds Certificate No: FM 75659
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

The design and manufacture of oxygen sensors.

For and on behalf of BSI:
Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2003-05-29 Effective Date: 2021-01-23
Latest Revision Date: 2021-01-06 Expiry Date: 2024-01-22

Page: 1 of 1

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+75659&ReIssueDate=06%2f01%2f2021&Template=inc
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