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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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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
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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:
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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
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