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Compoewer® Xiamen Compower Medical Tech. Co., Ltd.

Declaration of Conformity

Manufacturer: Xiamen Compower Medical Tech. Co., Ltd.

Unit 301, No.16, Xianghong Road, Xiang'an Torch Industrial Zone, 361101 Xiamen, PEOPLE’S
REPUBLIC OF CHINA.

European Shanghai International Holding Corp. GmbH (Europe)
Representative: Eiffestrasse 80, 20537 Hamburg, Germany

Product Name: Anesthesia Mask

Object of the decla- Article#t/Product code:

ration:

O#,14#,24,3#,4#,5#,6#,054, 15#,25#,35k,45#,55#,65#,0-A#, 1-A#, 2-AH,3-A#,A-AH,5-AR,6-A#,0-N#,
1-N#,2-N#,3-N#,4-N#,5-N#,6-N#, 0-X#, 1-X#, 2-X#,3-X#, 4-X#,5-X#,6-X#,1-S#,2-S#,3-SH,4-SH,
5-5#,6-S#,0-G#, 1-G#, 2-G#, 3-G#, 4-G#, 5-G#, 6-GH, 3-2#, 4-24, 5-7#, 000-Y#, 00-Y#, 0-Y#, 1-Y#,
2-Y#
Lot No.: Pending

. Number of products: Pending

UMDNS Code: 12453
Classification (MDD, Annex IX): lla, rule 2

Conformity Assessment Route: Annex V

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 documen_ta_i_;ions 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, Munich, Germany
Identification number: CE0123
(EC) Certificate(s): - G2 063744 0018 Rev. 02
Expire date of the Certificate: 2024-05-26 Signed by /
Start of CE Marking: 2017-10-20 Podpisano przez:
Place, Date of Issue: XIAMEN 2(}38(3’?20 s <EZETEL Robert Koztowicz
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Name: Frank Lin -

Position: General Manager
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