


















?Fsmex

EC Declaration of Corformi\)
Application of Directives:

- 98l79lEC of 27 October 1998 on In Vitro Diagnostic Medical Devices

Means of conformity:
The following product is in conformity with
- Directive 98179lEC based on the conformity assessment procedures in accordance with
Annex III of the Directive.

Prod uct identification :

Product name:

Classification: 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

CELLCLEAN

1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 65 l-0073, Japan

Authorised officer: Date:
Hiroshi Y Executive Vice President

Authorised representative:
Name:

Address:

SYSMEX EUROPE G

B German

Authorised officer Date: H,(ßct{ zttl ¿ot8

Chief Operations Offi cer

This declaration of confonnity is issued the sole responsibility of the manufacturer and is valid until
25.05.2022 or until a revised declaration is Issued due to product modifrcations

F

Sysmex Corporation
1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
Tel. +81-78-265-050O Fax. +81-78-265-0524

www.sysmex.co.Jp



svsmex

EC Declaration of Conformt ty
a

Application of Directives:
- 98l79lEC of 27 Ocfober 1998 on In Vitro Diagnostic Medical Devices

Means of conformity:
The following product is in confomity with
- Directive 98179lEC based on the conformity assessment procedures in accordance with
Annex III of the Directive.

Prod uct identification :

Product name:

Classification:

CELLPACK DCL

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:
SYSMEX CORPORATIONName:

Address l -5-l Wakinohama-Kaigandori, Chuo-ku, Kobe 65 1-0073, Japan

Authorised officer: Date: 1 ,Lùl
Y Executive Vice President

Authorised representative:
Name:

Address

SYSMEX EUROPE G

German

Authorised officer: Date: tfrlü(tr1 Ttir Zot(
Femando Chief Operations Officer

This declaration of conformity is issued under the sole responsibility of the manufacturer and is valid until
25 .05.2022 or until a revised declaration is lssued due to product modifications.

Sysmex Corporation
1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
Tel. +81-78-265-0500 Fax. +81-78-265-0524

www.sysmex.co.Jp



svsmex

EC Declaration of Conformt ty
a

Application of Directives:
- 98l79lEC of 27 October 1998 on In Vitro Diagnostic Medical Devices

Means of conformity:
The following product is in conformity with
- Directive 98179lEC based on the conformity assessment procedures in accordance with
Annex III of the Directive.

Prod uct identification
Product name:

Classification:

CELLPACK DFL

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

I -5- 1 Wakinohama-Kaigandori, Chuo-ku, Kobe 65 l-0073, Japan

Authorised officer

Authorised representative:
Name:

Address

Date
Y , Executive Vice President

SYSMEX EUROPE G

German

2-U, &

Authorised officer: Date: Ylilr.ct¡t?tir 2o ( I
Fernando Chief Operations Officer

This declaration of confonnity is issued under the sole responsibility of the manufacturer and is valid until
25.05.2022 or until a revised declaration is Issued due to product modifications.

Sysmex Corporation
1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-O073, Japan
Tel. +81-78-265-0500 Fax. +81-78-265-0524

www.sysmex.co.jp



€tmex
EC Declaration of Conformi\)

Application of Directives:
- 98l79lEC of 27 October 1998 on In Vitro Diagnostic Medical Devices

Means of conformity:
The following product is in conformity with
- Directive 98179lEC based on the conformity assessment procedures in accordance with
Annex III of the Directive.

Prod uct identification
Product name:

Classification:

Fluorocell RET

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:

Authorised officer:

SYSMEX CORPORATION

1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 65 I -0073, Japan

Date
iroshi Y Executive Vice President

Authorised representative :

Name: SYSMEX EUROPE G

Address I

Authorised officer Date vÁ\nLr< ¿1rr zat(
Fem

This declaration of confonnity is issued

, Chief Operations Officer

the sole responsibility of the manufacturer and is valid until
25.05.2022 or until a revised declaration is lssued due to product modifications

Sysmex Corporation
l-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
Tel. +8'l-78-265-050O Fax. +81-78-265-0524

www.sysmex.co.Jp



svsmex

EC Declaration of Corformi\)
Application of Directives:

- 98l79lEC of 27 October 1998 on In Vitro Diagnostic Medical Devices

Means of conformity:
The following product is in conformity with
- Directive 98179lEC based on the conformity assessment procedures in accordance with
Annex III of the Directive.

Prod uct identification :

Product name:

Classification:

Fluorocell WDF

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-l Wakinohama-Kaigandori, Chuo-ku, Kobe 65 1-0073, Japan

ú*t{,t %,r*,,,0 rl-Authorised officer: Date )91
riliostti y amar{4 nieõiriÑã vice President

Authorised representative:
Name: SYSMEX EUROPE GMBH

Address:

Authorised officer: Date: F.{/Á{?c(,.(" ¿¡tr Zof{
F Chief Operations Officer

This declaration of conformity is issued under the sole responsibility of the rnanufacturer and is valid until
25.05.2022 or until a revised declaration is Issued due to product rnodifications.

Sysmex Corporation
1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
Tel. +81-78-265-0500 Fax. +81-78-265-0524

www.sysmex.co.jp



?Fsmex

EC Declaration of Conþrmity
Application of Directives:

- 98l79lEC of 27 October 1998 on In Vitro Diagnostic Medical Devices

Means of conformity:
The following product is in conformity with
- Directive 98179lEC based on the conformity assessment procedures in accordance with
Annex III of the Directive.

Prod uct identification :

Product name:

Classification: 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.

Fluorocell WNR

Legal Manufacturer:
Name:

Address: 1-5- 1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651 -0073, Japan

Authorised officer: Date: /
Hiroshi Y ve Vice President

Authorised representative:
Name:

Address

SYSMEX EUROPE

Authorised officer Date: WÃVcK Ztsr ?otf
Femando Chief Operations Officer

This declaration of conformity is is the sole responsibility of the manufacturer and is valid until
25.05.2022 or until a revised declaration is lssued due to product modifications.

SYSMEX CORPORATION

Sysmex Corporation
1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
Tel. +8.1-78-265-0500 Fax. +81-78-265-0524

www.sysmex.co.jp



?þsmex

EC Declaration of Conformi\)

Application of Directives:
- 98l79lEC of 27 October 1998 on In Vitro Diagnostic Medical Devices

Means of conformity:
The following product is in conformity with
- Directive 98179lEC based on the conformity assessment procedures in accordance with
Annex III of the Directive.

Prod uct identification :

Product name:

Classification:

Lysercell WDF

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.

Authorised officer:

Authorised representative :

SYSMEX CORPORATION

1-5- 1 Wakinohama-Kaigandori, Chuo-ku, Kobe 65 l-0073, Japan

Date
Hiro Yam ve Vice President

S

Legal Manufacturer:
Name:

Address:

Name:

Address

E H

Norderstedt German

Authorised officer: Date: VßV.rL 2¡ it zø((
Fernando Chief Operations Offi cer

This declaration of confonnity is i the sole responsibility of the manufacturer and is valid until
25.05.2022 or until a revised declaration is Issued due to product modifications

Sysmex Corporation
1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
Tel. +81-78-265-0500 Fax. +81-78-265-0524

www.sysmex.co.Jp



=Êtmex
EC Declaration of Conformt ty

a

Application of Directives:
- 98l79lEC o127 October 1998 on In Vitro Diagnostic Medical Devices

Means of conformity:
The following product is in conformity with
- Directive 98179lEC based on the conformity assessment procedures in accordance with
Annex III of the Directive.

Prod uct identification
Product name:

Classification:

Lysercell WNR

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 Wakinohama-Kaigandori, Chuo-ku, Kobe 65 I -0073, Japan

Authorised officer:

Authorised representative
Name

Address

Authorised officer:

?l,r'# /** Date:
Éiroshi Yamúé, Executive Vice President

S EUROPE H

German

Date: t{Áf¿ck( ¿1sr Zot!
F , Chief Operations Officer

This declaration of conformity is issued the sole responsibility of the manufacturer and is valid until
25.052022 or until a revised declaration is Issued due to product modifications

Sysmex Corporation
1-5-l Wakinohama-Kaigandori, Chuo-ku, Kobe 651-O073, Japan
Tel. +81-78-265-050O Fax. +81-78-265-0524

www.sysmex.co.jp



?þsmex

EC Declaration of Corformt ty
a

Application of Directives:
- 98l79lEC o127 October 1998 on In Vitro Diagnostic Medical Devices

Means of conformity:
The following product is in conformity with
- Directive 98179lEC based on the conformity assessment procedures in accordance with
Annex III of the Directive.

Prod uct identification
Product name:

Classification:

SULFOLYSER

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

l-5-1'Wakinohama-Kaigandori, Chuo-ku, Kobe 65 1-0073, Japan

Authorised officer; Date
Éiroshi ia afé,nxõcutive Vice President

representative
SYSMEX EUROPE G

German

Authorised officer: Date: Tllfr?Ctt 21r zo[R
F Chief Operations Off,rcer

This declaration of conformity is issued the sole responsibility of the manufacturer and is valid until
25.A5.2022 or until a revised declaration is lssued due to product modifications

'Hr#; %r*,r^d.-- 8"

Authorised
Name:

Address arch

Sysmex Corporation
1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0O73, Japan
Tel. +81-78-265-050O Fax. +81-78-265-05)4

www.sysmex.co.jp



svsmex

EC Declaration of Conformi\)

Application of Directives:
- 98l79lEC of 27 October 1998 on In Vitro Diasnostic Medical Devices

Means of conformity:
The following product is in conformity with
- Directive 98179lEC based on the conformity assessment procedures in accordance with
Annex III of the Directive.

Prod uct identification
Product name:

Classification:

XN CAL

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

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

Legal Manufacturer:
Name:

Address:

Authorised officer:

Authorised representative:
NAMe: SYSMEX EUROPE GMBH

Address

SYSMEX CORPORATION

1 -5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 65 I -0073, Japan

Date:
Hiroshi Yama6, Exeóutive Vice President
,/;*'#, %n*oo*

I German

Authorised officer Date: Çllrccç1 zrçt Z.ot{
F ef Operations Officer

This declaration of confonnity is issued the sole responsibility of the manufacturer and is valid until
25.05.2022 or until a revised declaration is lssued due to product rnodifications

Sysmex Corporation
1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
Tel. +8T-78-265-O5OO Fax. +81-78-265-O524

www.sysmex.co.jp



svsmex

EC Declaration of Corformi\)
Application of Directives:

- 98l79lEC of 27 October 1998 on In Vitro Diagnostic Medical Devices

Means of conformity:
The following product is in conformity with
- Directive 98179lEC based on the conformity assessment procedures in accordance with
Annex III of the Directive.

Prod uct identification :

Product name:

Classification: Other device (except Annex Il 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

Authorised officer Date
Y Executive Vice President

Authorised representative:
Name:

Address

SYSMEX EUROPE

German

XN CHECK

1-5- I Wakinohama-Kaigandori, Chuo-ku, Kobe 65 l-0073, Japan

)82

o

Authorised officer: Date: T{ÁÞrK ztrr ?0((

, Chief Operations Officer

This declaration of conformity is issued the sole responsibility of the manufacturer and is valid until
25.05.2022 or until a revised declaration is Issued due to product rnodifications.

Sysmex Corporation
1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
Tel. +8.1-78-265-050O Fax. +81-78-265-0524

www.sysmex.co.Jp
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