“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: CELLPACK DCL

Classification: Other device (except Annex 1l and sclf-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-l(aigandori, Chuo-ku, Kobe 651-0073, Japan
) . Y, / f} {' ]
Authorised officer: CUT}; {4 ,:'/ a2 e . Date: / J) /L’/M:‘Z/ }D/g

Ilnmh] Y.tm:uﬁ “Executive Vice President

Authorised representative:
Name: SYSMEX EUROPE GMBH
Address: Bornbarch |, 72848,5\%0111&'5!@(1{, Germany

Authorised officer:

L &if £

) /j Date:  H( 2¢T 20X
chando Audicu Chief Operatlons 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.

Digitally signed by Iurchevici Valeriu
Date: 2020.11.20 17:16:52 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
- Directive 98/79/EC based on the conformity assessment procedures in accordance with
Annex III of the Directive.

Product identification:
Product name: SULFOLYSER

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

. . ST, , : '
Authorised officer: /é?fﬁifi{z AL e Date: o /f.é;w;/ . S

Hiroshi Yamage, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBII
Address: _Bornbarch 1, 22838 Norderstedt, Germany

C Date: TURC 2" 20X

Fernando Andsedi, Chief Operations Officer
‘ rd

”
pe

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

Authorised officer:

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: Lysercell WNR

Classification: “Other device (except Annex 1l 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

s . : ) o
S Date: .Ks,g‘.‘.‘/gffi’{’ki{;ﬁ&%é?ﬁ.&
, Executive Vice President

Authorised officer: 914

[iroshi Yam

Authorised representative:

Name: SYSMEX EUROPE GMBH

Address: Botnbarch 1, 22648 Xorderstedi, Germany

Authorised officer: } ______________ Date: _HARCH 2\ 20lY
Fernarfdo Andres, Chief Operations Officer

This declaration of conformity is issued _;ndﬁle 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




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 I of the Directive.

Product identification:
Product name: Lysercell WDF

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

©g

Authorised officer: /) Ljé[wzﬂﬁwm Date: 3 Adudds 22

Hiroshi Yamai{e! Executive Vice President

Authorised representative:

Name: SYSMEX EUROQPE L‘f’f'\;ll.ill
Address: ~Bornbarch, ,l;,yfﬁ,%ﬁWNprder;g@_ggjj;,ﬁ_ Germany

. . C« /I oo
Authorised officer: /7 Date: WARGA 2L 208

‘Fernando Andreu, Chief Operations Officer

This declaration of conformity is issued tnder 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




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: Fluorocell WNR

Classification: “Other device (cxgcpt 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: 1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan

S /,) i
Authorised officer: __.;»‘35:’195[‘&.{. /;z/xf:/w» __ Date: .3 K,A{ﬁ‘zd«é.ﬁéi(ﬁ\

Hiroshi Yamané. Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBIH
Address: Bornbarch 1, Za-ﬁéxﬂi}rdcrsrcdt, Giermany
C___r—
Authorised officer: .7 3 o _ Date: HARCH 25T 2018
Fernando ffxﬁg,dn u, Chief Operations Officer

This declaration of conformity is issued-tinder 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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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: Fluorocell WDF

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, Japah

) . “ ’/ f/'/, ( . ’
Authorised officer: _«/¢sei (¢ ‘6/25,«&#« Date: .y Al 2008

Hiroshi Yamar{g, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBH
Address: Bognbarch 1, ?.3%351’?@01‘:‘.1:::‘&:10.(1!, Germany
Authorised officer: C ., Date: HARCH 2\ 2o}

“Fernanto Andreu, 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 Issued due to product modifications. o I

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
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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: XN CHECK

Classification: Otheldﬂe\me(exce?n 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

~ ='/ g ‘
Authorised officer: \) bl t,  Arapné. . Dater 4y ',e{,é;,,% 200 5

“1!(1\[11 Yamaf)é, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBH
Address: Bomhdu,hl 228’4’3',& P(oadu\luh Germany

g// ;7 .
Authorised officer: Date: Mg 7\" 10

Fernando \mhiu Chief Opnmtmns Ofticer

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 £51-0073, 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 L1 of the Directive.

Product identification:
Product name: XN CAL

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

puthorsed offcer: _ Moit7r Fraic— 0 L3 Ayl 208

Hiroshi Yamab€, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBH
Address: Bornbarch 1, 22848 Norderstedt, Germany o

P

Fernando-Andreu? 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 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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