
Manufacture.:

EC Declorotion of Conformity

NAME: HANGZHOU ALLTEST BIOTECH CO., tTD.

Address: #550, Yinhai Street, Hangzhou Economic & Technological Development

Area, Hangzhou -310018, P.R. China

European Representat;ve:

Namel MedNet GmbH

Address: Borkstrasse 10, 48163 Muenstei, Gefmany

Product Name: Ur:ne Analyzer

Brand Name: EZCHEK

Cat. No.: AUR-2OO

Classification: Other Device of lvDD gtiil7glEc

Conformity Assessment Route: IVDD 98/79/EC Annex lll

We herewith declare that the above mentioned products meet the transposition into

national taw, the provisions of.thdfollowing:Ec Council Directives and Standards. All

supporting documentations ai6.ietained under the premises ofthe manufacturer.

DIRECTIVES

DIRECTIVE 98/79lEC oF THE EUROPEAN PARLIAMENT AND OF THE coUNClL of 27

Oclpber 1998 on in viticj diagnostic medicaldevices

Stariaiard.Applied: EN 15013485:2016, EN tSOl497L2Ol2, EN ISO 181

' fSO 18113-3:2011; EN 136!2:2002/ACi2OOZ;,EN ISO 15223-1:2016, I

tec 6t:zo.z-6,2005, tec 61010-1:2001, rEc 61010-2-081:2009, lEc

General applicable directives:

Place, Date of lssue: in Hanszhou on 30/04/2019

signature: -!4if1
Name: Soar Gao (Positionl General Manager)
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