
SHAOXING GANGFENG HOSPITAL PRODUCTS CO., LTD. Document No.: GF/CE011-01

Declaration of Conformity EDITION : 03

1.Manufacturer: Shaoxing Gangfeng Hospital Products Co., Ltd.

Gaobu Industrial Zone, Gaobu 312035 Shaoxing China
Tel：0086-575-88083888 Fax：0086-575-88081711

2.European Representative:Shanghai International Holding Corp. GmbH. (Hamburg)
Eiffestrasse 80,20537 Hamburg Germany
Tel:0049-40-2513175 Fax: 0049-40-255726

3.Product Name: First aid blanket
4.UMDNS Code: 11723
5.Classification (MDD, Annex IX): I
Conformity Assessment Route: Annex V.3
6. Declaration:We herewith declare that the above mentioned products meet the transposition into national
law, the provisions of the following EC Council Directives and Standards. All supporting documentations
are retained under the premises of the manufacturer.

7.Directives

General applicable directives:
Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC

Standard Applied:
EN ISO 14971:2007 EN ISO 11607-1:2009 EN ISO 11607-2:2006 EN ISO 10993-1:2009
EN ISO 10993-5:2009 EN ISO 10993-7:2008 EN ISO 10993-10:2009 EN ISO 11135-1:2007
EN ISO 11137-1:2006 EN ISO 11137-2:2007 EN ISO 11737-1:2006 ISO 11737-2:1998
EN ISO 14155-1:2003 EN ISO 14155-2:2003 EN ISO13485:2003/AC:2007 EN980:2008
EN1041:2008

Notified Body: TÜV SÜD Product Service GmbH, Ridlerstr. 65, 80339
MÜnchen, Germany
NB Identification number: 0123
(EC) Certificate(s): G2S 038500 0026 REV.00
Expire date of the Certificate: 2024- 05-26
Start of CE Marking: 2000-08-17
Place, Date of Issue: Shaoxing, 2020-3-27

Signature:

Name: Jirong Wang
Position: General Manager


