Declaration of Conformity

Yancheng Acme Medical Technology Co., Lid.
Building 3, Group T, Waxu Village, Yanlong Strest, Yandu
District, Yancheng City,P.R.China

Luxies Lebermvell GmbH
Kocheird, 4TATT, Willch, Gamany
CAMICE DE/ODOODET TH1

Lin'Gun

Tel 0043- 1715805732

E-mai: info. mifllusushs de

Product Maimea: Disposable Mask (ACMEDO-2020)

Classification: 1 of AMMEX IX of Directive 93/42/EEC

Confoemity Assessment Route; Anmex WIT

We, the manufacturer, herewith declare that the above mentioned product mest the
provisions of Directive 93/42/EEC which apply to them,

The medical device has been assigned bo dass [ according to Annex [X of the Directive

G3/42/EEC. It bears the mark
? Ce

following the procedure relating to the EC Dedlaration of Conformity set out in Annex VIT
of Directive 93/43/EEC. This Dedaratiom of Conformity covers all medical devices as
specified in the product list Belonging to this declaration.

General Applicable Directives:
Medical Devices DIRECTIVE
Harmonized Standards:

EM 150 13485:2016 EN 150 10993

EN 14683 EN IS0 14971-2007




EC Declaration of Conformity

Manufacturer: whose single Authonized EU-Represeniative;
Yancheng Acme Medical Technology Luxus Lebenswelt GmbH
Co.Ltd.

Building 3, Group 7, Wuxu Village,

Yaniong Street, Yandu District, Yancheng Kochstr.1, 47877, Willich, Germany

DIMID: DE/ODOO4TTE

City,P.R.China

Chen Genhai Lin Sun

Tel 0086-0515-88806088 Tel: 0048- 17156805732
E-mail: filight@ 163.com E-mail: info.m@luxushy.de

We, the manufacturer, herewith declare that the products

Disposable Mask{ACME001-2020)

meet the provisions of Directive 93/42/EEC which apply to them.

The medical device has been assigned fo clags | according to Annex [X of the Direclive
Q3M42/EEC. It bears the mark

following the procedure relating to the EC Declaration of Conformity set out in Annex VIl of
Directive 93/42/EEC.

This Declaration of Confarmity covers all medical devices as specified in the product list
belonging to this declaration.

The above mentioned declaration of conformity is exclusively under the responsibility of

Yancheng Acme Medical Technology Co. Lid.

Building 3, Group 7, Wuxu Village, Yanlong Street, Yandu District, Yancheng
City,P.R.China

Yancheng 10-May-2020

Placa, dali

EC Declaration of Conformity




