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EC Declaration of Conformity
Manufacturer: Whose single Authorized Representative:
Shenzhen HugeMed Medical Technical
Development Co., LTD
8F, Block A, Tempus Building, 1st
Qingshuihe Road, Luohu District, Shenzhen
518023, P.R China

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

We, the manufacturer, herewith declare that the products
Video Laryngoscope

Model: VL3R, VL3D, VL3D Plus, VL3S, VL3H
(Including system components and accessories)

UMDNS-Code: 12293

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

The medical device has been assigned to class I according to Annex IX Rule 5 of the Directive
93/42/EEC. It bears the mark

Applicable Standard(s):
Risk Management: EN ISO 14971:2012
Safety: EN 60601-1:2006/A12:2014 EN ISO 7376-2009 EN 60601-1-2:2015
Software: EN 62304:2006/AC:2008
Usability: EN 62366:2008 EN 60601-1-6:2010
Biological Evaluation: EN ISO 10993-1:2009/ AC:2010
Label: EN ISO 15223-1:2016 EN 1041:2008

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

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

Shenzhen HugeMed Medical Technical Development Co., Ltd
8F, Block A, Tempus Building, 1st Qingshuihe Road, Luohu District, Shenzhen 518023, P.R
China

Shenzhen,4/1/2019 TAN YONG HONG
Place, date Legally binding signature, Function
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