






DECLARATION OF CONFORMITY 
ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION 

Manufacturer 
EU Representative Name: VG Medical Technology Co., Ltd. 

Address: No.35-201 Changjiang South Road, XinWu 

District, Wuxi, China Company Name: Lotus NL B.V. 
Company Address: Koningin 
Julianaplein 10, le Verd, 2595AA,The 
Hague, Netherlands. 

Product Information

Conformity Assessment 

Conformity Assessment Procedure 
Annex II+III of Regulation (EU) 2017/745 

Applicable Standards 
EN ISO14971:2019 EN 62366-1:2015 
EN ISO15223-1:2016    
ISO10993-1:2018    
EN ISO10993-5:2009    
EN ISO10993-10:2013 
EN 1041:2008+A1:2013 

IEC 60601-2-46:2016 

EN 60601-1-2:2015 

EN 60601-1:2006+A12:2014 

Name：Electric Operating table

Model：COMFORT 300 Series 

GMDN：35379

Basic UDI-DI: 697462584COMFORT300TH 

Classification: Class I 

Declaration

Remark
The declaration of conformity is valid in connection 

with the release technical document CE/MDR-VG01. 

All the supporting documentation is retained at the 

premises of the manufacturer.  

The Declaration of Conformity is exclusively under 

the sole responsibility of the manufacturer. 

We herewith declare that the above-mentioned 

products meet the requirements of Medical Device 

Regulation (EU) 2017/745 and the applicable 

standards above.  

Signature: Date:2021.05.31 

Position:GM Place: Jiangsu，China 



 

This is to certify that the management system of: 
VG Medical Technology Co., Ltd. 
 
Main Site: No. 35-201, South Changjiang Road, Xinwu District, Wuxi City, 
Jiangsu Province, P. R. China 
 

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

ISO 13485:2016 

The management system is applicable to: 

 

The design, manufacture, installation and after-sales service of surgical 

light, operation table and medical ceiling supply unit. 

Certificate Number: 

0109240 

Initial Certification Date: 

7 January 2021 

Date of Certification Decision: 

7 January 2021 

Issuing Date: 

7 January 2021 

Valid Until: 

6 January 2024 

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

 

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-A4-12.dec.17 
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