HONSUN (NANTONG) Co.,LTD
HGNﬂ-’A’ DECLARATION OF CONFORMITY Doc. No | NTLD-HS-02
Aim for He
Effective Date 2021-03-10 Page 1M
Manufacturer: HONSUN (NANTONG) Co .,Ltd
Address: No.8 Tongxing Road Nantong Economic & Technological

Development area, 226009, Jiangsu Province, P. R. China
EU representative: ~ Shanghai International Holding Corp. GmbH (Europe)

SRN DE-AR-000000001

Address: Eiffestrasse 80, 20537 Hamburg, Germany
Trademark: wimed_SMART

Product name: Stethoscope

Customer code | Honsun model
78025101 | HS-30A2 black
78025102 | HS-30A2 blue
78025103 | HS-30A2 red
78025104 | HS-30A2 green
78025105 | HS-30B black
78025106 | HS-30E blue
78025107 | HS-30F blue
78025108 | HS-30C black

UMDNS Code: 13755
Classification : [ (MDR, Annex VIII Rule 1)
UDI-DI: 697038425001X-697038425999X

Conforming Assessment Route : Annex lI+Annex

We herewith declare that the above mentioned products meet the provisions of the following EC
Council Regulation and Standards. All supporting documentations are retained under the
premises of the manufacturer and this declaration is issued under the sole responsibility of the

manufacturer.

Medical Device Regulation COUNCIL REGULATION (EU)2017/745.
Standard EN ISO 14971:2012; 1ISO 10993-5:2009
ISO 10993-10:2010; EN 1SO 13485:2016

EN ISO 15223-1:2016
Place, Date of issue / Nantong Economic & Technological

Signature Development Area Jiangsu Province, China

/
Name Wilam Xiang 2021.06.19
Position General Manager




