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Declaration of Conformity 
 

Manufacturer: 
Shenzhen New Industries Biomedical Engineering Co., Ltd. 
No.23, Jinxiu East Road, Pingshan District, 518122 Shenzhen, P.R. China 
Tel: +86-755-21536601               Fax: +86-755-28292740 
 
European Representative: 
Shanghai International Holding Corp. GmbH (Europe) 
Address: Eiffestrasse 80, 20537 Hamburg, Germany 
Tel: +49-40-2513175          Fax: +49-40-255726 
 
Notified Body: 
TüV SüD Product Service GmbH  
Zertifizierstelle Ridlerstraße 65- 80339 München Germany 
Identification Number: 0123 
 
EC Certificate No.: V7 105113 0003 Rev. 00; V1 105113 0002 Rev. 03  
 
Product Name: 
Anti-HCV (CLIA)  130210015M (100 tests/kit), 130610015M (50 tests/kit) 
 
Classification:    
List A (IVDD 98/79/EC, Annex Ⅱ) 
 
Conformity Assessment Route: Annex Ⅳ (IVDD 98/79/EC) 
We herewith declare under sole responsibility that the above mentioned products meet the 
provisions of the Council Directive 98/79/EC on in vitro diagnostic medical devices. All 
supporting documentations are retained at the premises of the manufacturer. 
 
General applicable directive: 
Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in vitro 
diagnostic medical devices. 
 
Standards Applied: 
EN 13612:2002 EN ISO 13485:2016                                       EN ISO 15223-1:2016 EN ISO 18113-1:2011 
EN ISO 23640:2015 EN ISO 14971:2012 EN 13641:2002 EN ISO 18113-2:2011 
EN ISO 17511:2003 2009/886/EC   
 
 
 
First Start of CE-MARK: July 22, 2019 
 
 
 
Signature: General Director 
 

                
 
Place, Date of Issue: Shenzhen, Aug. 12, 2022 
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