Wenzhou K.L.F. Medical Plastics Co., Ltd CE Technical File

KLFMED

Declaration of Conformity

Manufacturer: Wenzhou K.L.F. Medical Plastics Co.,Ltd

Address: No. 29 Gangqiang Road, Airport New Area, Yongxing
Street, Longwan District, 325000 Wenzhou, Zhejiang
PEOPLE’S REPUBLIC OF CHINA

European Shanghai International Holding Corp.GmbH(Europe)

Representative: Eiffestrape 80, 20537 Hamburg, Germany

Product Name 3-way Stopcock

Object of the

declaration:

UMDNS Code: 13803

Classification (MDD, Annex IX): Ila, rule 2

Conformity Assessment Route: ~ Annex V.3

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. We
are exclusively responsible for the declaration of conformity.

DIRECTIVES
General applicable directives:

Medical Device Directive;: COUNCIL DIRECTIVE 93/42/EEC

Notified Body: TUV SUD Product Service GmbH, Ridlerstr.
65, 80339, Miinchen, Germany
Identification number: CE0123
(EC)Certificate(s): G2 047985 0027 Rev.02
Expire date of the Certificate: 2023-02-11
Start of CE Marking: 2017-07-15
Place, Date of Issue: WENZHOU, 2021-01-15
, \( AeWh~ )l‘w-,
Signature:
Name: Yuewen Jiang

Position: =~ Management Representative
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