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ii No. XW-ET Series B-CE-16 

Version: V2.0
d1Act

Date: 2013.

May 2

Manufacturer:Famidoc Technology Co., Ltd.

Address :No.212 Yilong Road, Hexi IndustrialZone,Jinxia,ChanganTown, Dongguan523853,

Guangdong Province, China.

European representative:Shanghai International Holding Corp.GmbH

Address: Eiffestrasse80,20537HamburgGermany

Product:Digital clinical thermometer

Models:FDTH-V0-1, FDTH-V0-2, FDTH-V0-8, FDTH-V0-9 and FDTH-V0-12

Classification:IIa(Annex IX, MOD. rule)

UMDNS: 14032

GMDNS: 14032

Conformity assessment method:Annex II to Directive 93/42 / EEC concerning medical devices. Annex I (section 4).

Tools.

We hereby declare thatmentioned abovethe products comply with the following EU Council directives and

standards and provisions of Swedish law. All of themsupportingdocuments

kept at the premises of the manufacturer and the notified body.

GUIDELINES

General validinstructions:

Medical Devices Directive: COUNCIL DIRECTIVE 93/42 / EEC of 1993 on

medical devices (Directive 93/42 / EEC). Amended bydirective

2007/47 / ECof 2007.

Standardlist:

ENISO 13485: 2012 / AC: 2012

ENISO 15223-1: 2012 EN ISO

15223-1: 2012 EN ISO 15223-

1: 2012

EN1041: 2008
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ENISO 780: 1999

ENISO 10993-1: 2009 / AC: 2010 

ENISO 10993-5: 2009
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ENISO 10993-10: 2010 

ENISO 14971: 2012
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c1-do File number: XW-ET Series B-CE 
16 Version: V2.0

Date: May 2, 2013

IN 60601-1: 2006
/ AC: 2010EN60601-1-

2: 2007 / AC: 2010EN60601- 

1-6: 2010
EN12470-3: 2000 + A1: 2009

EN62304: 2006 / AC: 2008

Notified body: SGSUnited Kingdom Ltd,

202BWerle Parkway, Waeston-super-Mare, BS22 6WA UK

Certificate(EC): CN11 / 30547

IdentificationNotifying authority number:0120

Certificate expiration date: 2016-5-19
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