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Conformity

Manufacturer: Zhangjiagang Hengya Plastic Produets Co., Ltd.
Address: South Side of shanzheng Road Shanzheng Village, Jingang Town, 215631, Zhangjiagang City
PEDPLES REFUBLIC OTF CHINA

EURCPEAN REPRESENTATIVE: Shanghai International  Holding Corp, GmbH (Hamburg)
Address:  Eiffestrasse 80, 20537, Hambure.  GERMANY

PRODUCTS: Examination Gloves with Paper

Examination Gloves With Paper (11882 SIZE: Single(1/M/S) /Double(L/M/S)

UMDNS code: 11882

Classification (MDD, Annex 1X): Tsterile, rule 5

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. The manufactorer is exclusively responsible for the declaration of
comfatmity,

DIRECTIVES
Medical Device Directive: COUNCIL DIRECTIVE DIRECTIVE 93/42/EEC concerning medical devices.

Standard Applied: See attached list of (Harmonized — EN) standards for which documented evidence of
compliance can be provided.

Notified Body: TUV SUD Product Service GmbH

Address: Ridlersir. £3. 80339 MUnchen, Germany

Klentification number: CE 0123

(EC) Certificate{s): 025 062384 0014 Rev.00, Examination Gloves with Paper

Expire date of the Certificate:  2024-05-26
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