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EC Declaration of Corformi\)
Application of Directives:

- 98l79lEC of 27 October 1998 on In Vitro Diagnostic Medical Devices
- 20lll65lEU of 8 June 201I on the restriction of the use of ceftain hazardous substances
in electrical and electronic equipment

Means of conformity:
The following products are in conformity with
- Directive 98179lEC based on the conformity assessment procedures in accordance with
Annex III,
- Directive 20lll65lEU by drawing up the required technical documentation and carrying
out the internal production control procedure in line with module A of Annex II to
Decision No 768/2008/EC.

Prod uct identification
Product name:

Model name:

Classification:

Automated Blood Coagulatio n Analyzer C S -2 1 00i

cs-2100i

Other device (except Annex II and self-testing devices)

Authorised representative
Name:

Address

Authorised officer:

Legal Manufacturer
Name:

Address:

Authorised officer:

Sysmex Corporation
1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-OO73, Japan
Tel. +81-78-265-O500 Fax. +81-78-265-0524

SYSMEX EUROPE GMBH

Bombarch 1,22848 Norderstedt, Germany

Date: ,/ ê. ,4-¿L2 _t-.n t (-
Takeshi Kubota, Managing Director

SYSMEX CORPORATION

I -5- 1 Wakinohama-Kaigandori, Chuo-ku, Kobe 65 I -007 3, J apan

Date
Hiro stri ya n{w{e,- Ñ.elu¡-- Vi ce Pres i d ent
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www.sysmex.co.Jp
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