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Confidential 
 

Manufacturer: 

Name: Hantech Medical Device Co., Ltd. 

Add: No.288 Sanheng Road, Changhe Industrial Park, Cixi, Ningbo,China 

Zip Code: 315326 

Tel: 0574-58995666-652      Fax：0574-58995557 

 

European Representative: 

Name：Shanghai International Holding Corp. GmbH(Europe) 

Address：Eiffestrasse 80, 20537 Hamburg, Germany 

Tel: +49-40-2513175 

Fax: +49-40-255726 

Dimdi Code: DE/0000040627 

E-mail: shholding@hotmail.com     

    

Product Name：Amniotic Membrane Perforator 

According to the size, it can be divided into five specifications: 265mm(SF-EA-0010) 

Classification and relevant Rule of MDD：Ⅱa MDD 93/42/EEC Annex IX, Rule 6 

Different models depend on the customer's specific requirements and no clinical manifestation 

difference. 

 

The UMDNS code：12990 

Product Certification Conformity Assessment Route: Annex V.3 of MDD 93/42/EEC 

 

We herewith declare that the above mentioned products meet the provisions of the following EC 

Council Directives and Standards. All technical documentations are retained under the prmises of the 

manufacturer. 

 

DIRECTIVES 

General applicable directives: 

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES 

(MDD 93/42/EEC) 

 

Standards applied:  

list of (harmonized) standards (see part 10 of this technical file) for which documented evidence of 

compliance can be provided 

 

Notified Body: TÜV SÜD Product Service GmbH·Zertifizierstelle·Ridlerstraβe.65·80339 

München·Germany   

Identification Number：0123 

CE Certificate No.：G2 002039 004 Rev.00            Valid until：2024-03-25 

Date CE mark was affixed：2019-03-26 






