‘sysmex
EC Declaration of Conformity

Application of Directives:
- 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 111 of the Directive.

Product identification:
Product name: CELLPACK

Classification: Other device (except Annex 11 and self-testing devices)

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

Legal Manufacturer:
Name: SYSMEX CORPORATION

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

Authorised officer: _Z‘té 4 aé}ﬂ% g Date: ,2 /‘/ﬁ/.f/ﬁf 2005

Hiroshi Yam Executive Vice President

Authorised representative:

Name: SYSMEX EUROIi’E GMBH
Address: Bornbarch |, 22848 Norderstedt, Germany

| . (L MgF— I
Authorised officer: T A A Date: At (% 7o(§

Fernando Andréu, Chief Operations Officer

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

Digitally signed by Iurchevici Valeriu
Date: 2020.11.20 17:16:58 EET
Reason: MoldSign Signature
Location: Moldova

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




sysmex
EC Declaration of Conformity

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

Means of conformity:
The following product is in conformity with
- Dircctive 98/79/EC based on the conformity assessment procedures in accordance with
Annex Il of the Directive.

Product identification:
Product name: STROMATOLYSER-WH

Classification: Other device (except Annex 11 and self-testing devices)

List of Applied Standards:

- Harmonised Standards used for conformity assessment are listed in the technical
documentation.

Legal Manufacturer:
Name: SYSMEX CORPORATION

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

' . | ; . ...J ' ; ’/}
Authorised officer: __ spullic \6‘7/::{;,’;;&;1&;4____ Date: .y fwls 208
Hiroshi Yamang, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBII
Address: Bornbarch'l, 22 &-‘-},&N orderstedt, Germany -

Autorsd ofter. 2% et Y 20"

Fernando f\:ﬁ/(bi'u'. Chief Opéf;t"i'ons Officer
-

>"/ . g . . .
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 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




7 sysmex
EC Declaration of Conformity

Application of Directives:
- 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 I1I of the Directive.

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

Classification:

List of Applied Standards:

- Harmonised Standards used for conformity assessment are listed in the technical

documentation.

Legal Manufacturer:
Name: SYSMEX CORPORATION
Address: 1—5 1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan

2r &
Date: 2 /uudd 2008

Authorised officer: ,,-p} é;( /y“ e y
leoth Yamane Executwe Vice President

Authorised representative:
Name: SYSMEX EUROPE GMBH
Address: Bornbarch 1, 2%38;1\?;11'(!@1‘5!(:(11, Germany
(X F— .
Date: HiRar( 2(*" 2008

Authorised officer: "
“Fernando "\l}(li&l Chief Operauom Officer

This declaration of conformity is issued undér ihe sole responsibility of the manufacturer and
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



sysmex
EC Declaration of Conformity

Application of Directives:
- 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 Il of the Directive.

Product identification:

Product name: EIGHTCHECK-3WP
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: SYSMEX CORPORATION

Address: 1 5 | Wakmohdma Kalgandorl Chuo ku Kobc 651 0073 Japan

Authorised officer: nﬁé; w_. __ Date: , j/{Mi 42!_9_,_1?_“
"Hiroshi Yan{ahe

bxecutwe Vice President

Authorised representative:

Name: SYSMEX EUROPi' GMBH
Address: _Bornbarch | ﬂ 84% Norderstedt, Germany
VvV 7
£, f, gt

Authorised officer: :m[m{ Date: &A@ 2N ¥
Femando (reu, Chicf 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 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
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