
 

 

 
 
 
 
 
 

CERTIFICATE 
DQS Holding GmbH has issued an IQNet recognized certificate that the organization 

 

EMA-LED GmbH 
 

Ottostraße 3 
63785 Obernburg 

Germany 

 

has implemented and maintains a Quality Management System. 

Scope: 
Manufacturing, Distribution and Installation of Surgical and Examination Lightning Systems. 

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, it was 
verified that the management system fulfills the requirements of the following standard: 

DIN EN ISO 13485 : 2016 + AC : 2017-07 
EN ISO 13485 : 2016 + AC : 2016 

ISO 13485 : 2016 
Issued on: 2019-02-23 
Expires on: 2022-02-22 

 

This attestation is directly linked to the IQNet Partner’s original certificate and 
shall not be used as a stand-alone document. 

 

Registration number: DE-470339 MP2016 
 
 
 
 

Alex Stoichitoiu Michael Drechsel 
President of IQNet Managing Director of 

DQS Holding GmbH 
 

IQNet Partners*: 
 

AENOR Spain AFNOR Certification France  APCER Portugal CCC Cyprus CISQ Italy 
 CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil 

 FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica 
 IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland 

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia 
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia 

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc. 
 

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.iqnet-certification.com 
 

http://www.iqnet-certification.com


 

August-Schanz-Straße 21, 60433 Frankfurt am Main, 
Tel. +49 (0) 69 95427-300, medical.devices@dqs-med.de  
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CERTIFICATE 

This is to certify that the company 
 

 

EMA-LED GmbH 
 

Ottostraße 3 
63785 Obernburg 
Germany 

has implemented and maintains a Quality Management System.  

Scope: 
Manufacturing, Distribution and Installation of Surgical and Examination Lightning Systems.  

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, it was 
verified that the management system fulfills the requirements of the following standard: 
 
 

DIN EN ISO 13485 : 2016 + AC : 2017-07 
EN ISO 13485 : 2016 + AC : 2016 
ISO 13485 : 2016 

 

Certificate registration no. 

Certificate unique ID 

Effective date 

Expiry date 

Frankfurt am Main 

470339 MP2016 

170722331 

2019-02-23 

2022-02-22 

2019-02-23 
 

DQS Medizinprodukte GmbH 
 

   
Sigrid Uhlemann 
Managing Director  

Dr. Thomas Feldmann 
Head of Certification Body  

 
 
 
 

mailto:medical.devices@dqs-med.de






EC Certificate
Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex II excluding (4)
(Devices in Class IIa, IIb or III)
No. G1 054954 0012 Rev. 03

Page 1 of 1
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

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

Manufacturer: AMBULANC (SHENZHEN) TECH. CO., LTD.
3rd Floor, Block C, Building #5
Skyworth Innovation Industry Park
Tang Tou 1st Road,Shiyan, Baoan District
518108 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Product Category(ies): Emergency Ventilator, Transport Ventilator,
Ultrasonic Doppler Fetal Monitor, Demand 
Valve Resuscitator, Inhalation Antalgic 
Equipment (Sedation System), Nasal 
Continuous Positive Airway Pressure 
System, Suction Unit, Emergency 
Resuscitator, Blender.

The Certification Body of TÜV SÜD Product Service GmbH declares that the aforementioned 
manufacturer has implemented a quality assurance system for design, manufacture and final 
inspection of the respective devices / device categories in accordance with MDD Annex II. 
This quality assurance system conforms to the requirements of this Directive and is subject to 
periodical surveillance. For marketing of class III devices an additional Annex II (4) certificate is 
mandatory. 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:G1 
054954 0012 Rev. 03  

Report No.: BJ20087402

Valid from: 2020-09-24
Valid until: 2024-05-26

Date, 2020-09-24

Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:G1%20054954%200012%20Rev.%2003
http://www.tuvsud.com/ps-cert?q=cert:G1%20054954%200012%20Rev.%2003
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