“sysmex

EC Declaration of Conformity

Application of Council Directive:
98/79/EC of 27 October 1998 on In Vitro Diagnostic Medical Devices

Means of conformity:

The following product is in conformity with Directive 98/79/EC based on the conformity
assessment procedures in accordance with Annex III of the Directive.

Product identification:
Product name: Lysercell WDF
Classification: Other device (except Annex Il and self-testing devices)

Authorised representative:
Name: SYSMEX EUROPE GMBH
Address: Bombarch 1, 22848 Norderstedt, Germany

Authorised officer: / //Aé’g,’ ,{Z'(fz"s;f"*/é‘\,.l Date: 97 7 QOCC{»/

Kohei Sumitani, Managing Director

Legal Manufacturer:

Name: SYSMEX CORPORATION
Address: 1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073 Japan
Authorised officer: % 3 7 Date: Jan. 23,2014

Keiji)imGto, Executive Officer
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