










€tmex
Lighting the way with diagnostics

EC Declaration of Conformi\)
Application of Council Directive:

- 98l79lEC of 27 October 1998 on In Vitro Diagnostic Medical Devices
- 20IIl65lEU on the restriction of the use of certain hazardous substances in electrical
and electronic equipment and its related amending directives including the (EU)
20151863 amending Annex II of the Directive 20lIl65lEU.

Means of conformity:
The following products are in conformity with
- Directive 98ll9lEC based on the conformity assessment procedures in accordance with
Annex III,
- Directive 20lll65lBu based on the conformity assessment procedure in accordance
with EN IEC 63000: 2018.

Prod uct identification
Product name:

Model name:

Classification:

Automated Hematology Analyzer XP series

xP-300

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

List of Applied Standards:
- Harmonised Standards used for conformity assessment are listed in the technical
documentation.

Legal Manufacturer:
Name:

Address:

SYSMEX CORPORATION

1 -5- 1 V/akinohama-Kaigandori, Chuo-ku, Kobe 65 I -0073 Japan

Authorised officer: 7/"r2" &=.r*á^ Date )F 2<:èZ
Takashi Demachi, Executive Vice President

Authorised representative
Name:

Address

SYSMEX EUROPE SE

Bornbarch 1 8N

Authorised officer: Date 29. oL't.AC9L
Sinem President, Head of Regulatory Affairs,
Quality Quality Control

This declaration of conformity is issued under the sole responsibility of the manufacturer and is valid until
the end of transitional period stipulated in REGULATION (EU) 20171746 & its related regulations. The
Classification of this product under REGULATION (EU) 20171746 is Class B.

Sysmex Corporation www.sysmex.co.Jp

1-5-l Wakinohama-Kaigandori, Chuo-ku, Kobe 651-O073, Japan
Tel 81-78-265-0500 Fax 8'l-78-265-0524
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