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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 [II of the Directive.

Product identification:
Product name: UXII SHEATH

Classification: Other device (except Annex I 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: Ao fz‘zzxm&w Date: , y Atbirely, 20 Y
iroshi Yamane/ Executive Vice President
Authorised representative:
Name: SYSMEX EUROPE GMBH
Address: _~Bombarch lk}?;‘ﬂﬂ Norderstedt, Germany
- Jf;; Y A | -
Authorised officer: ”dj _ Dater Ygdg( 28 2oy
Fernano 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




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: UXII PACK-SED

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: [-5-1 Wakinohziiﬁ'é:l"(aigaﬁa-i;ri. Chuo-ku, Kobe 651-0073, Japan

Authorised officer: ..‘../L}széﬁé..‘&p, 9 iﬁ%}r‘z;ii&.g;;mﬁ:w_ Dgte. 23 /C/t?).’/% £ -12_/_&)
Hiroshi Yamanre, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBH
Address: _Bornbarch [, 22848 Norderstedt, Germany

Authorised officer:L—:;:-_;;“ A Dater bt W2y
Fernando Andréu, Chief Operations Officer

This declaration of conformity is issued under the sole responsibility of the manufacturer and is valid until
75.05.2022 or until a revised declaration is Issued due to product modifications.

Sysmex Corporation
1-5-1 Wakinohama-Kaiganderl, 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: UXI1I PACK-BAC

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

L. w
0 e . DA 22 fdarg 20l
e ;

leosle e, Executive Vice President

Authorised officer:

Authorised representative:
Name: SYSMEX EUROPE GMBH

Address: Bornbareh 1, 22848 Nordersted!, Germany

M{/,{ Date: _ftance 2" 20(%

Fernando A_pdrf:u, Chief Operdwflons Officer

Authorised 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, |apan
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 [II of the Directive.

Product identification:
Product name: UX Il SEARCH -SED

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: 151 'Wakinoha{{{a-m gandori, Chuo-ku, Kobe 651-0073, Japan
Authorised officer: Q‘z{m[é@ ym, ~ Date: > /A/?“y?-;é 2005

Hiroshi Yam e Executive Vice President

Authorised representative:

Name: SYSMEX H'l((}}é:[if'GMBH_.________
Address: [3(;1 nbarch I, 7‘?8{1__8_.1\1ordc:‘stcd;_z__ﬁcrrnany
}f ;}/f p——"
Authorised officer: T Date: H&G{ 20T 20( ¥

Fer n‘dndg,Ands reu, Chi E:?E)m;;eratrgns Officer

This declaration of conformity is issucd under the sole responsibility of the manufacturer and is valid until
25.05.2022 or until a revised declaration is Issued due (o 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 lII of the Directive.

Product identification:
Product name: UX 11 SEARCH -BAC

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: SYSMEX CORPORATION

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

Authorised officer: m ‘/)L [Jg gm ___ Date: 23 /ﬂ/}vsz, 200y
Hiroshi Yamﬁ“ Executlve Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBH
Address: i}mnh arch 1, 2241}4 Norderstedt, Germany .
Authorised officer: ~—— Date: TARCH{ 2" 20(€

Fernando Ancﬁ'cu, 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




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: MEDITAPE 11 9U

Classification: WOWtwﬁérV('iﬂé’;fri'ce"('ex'(':ept' Annex Il and self—?ésting devices)

Authorised representative:

Name: SYSMEX EUROPE GMBH
Address: Bornbarch | 228423 Norderstedt, Germany

A Date: Jhusey 3d w(g
freu, Chief Operations Officer

Authorised officer:

Fernaiido

Legal Manufacturer:
Name: SYSMEX CORPORATION

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

Authorised officer: 7% '5% ~ Date: QJ&W&%’ .Aé’ .2[’//7

Hiroshi Yama Exec,utlve Vice President

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: UX CLEAN -C

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

. Py o
| cor: 2B it T ; Z _
Authorised officer: Lol Jampmne . Date: ;3 Agnch, 2008
Hiroshi Yamane, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBH
Address: Borbarch 1, ;’,28987"!Q01'dcrstcdt, Germany .
ettt _!/(_‘ ”‘() e
, ) L, o .
Authorised officer: (" A Date: M&RCH 24" 20§

Fernando r’\mliufl 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-Kaigandor/, Chuo-ku, Kobe 651-0073, Japan
Tel. +81-78-265-0500 Fax. +81-78-265-0524
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“sysmex

LC 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: CA CLEAN 1

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
) 7

Authorised officer: ]zé*ﬁﬂéx Foimyire . Dater /3 xﬁz{fm{,i;?é;é@;\

Hiroshi Yan{ahe, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBH

Address: Bo ritbarch 1&2)_&148  Norderstedt, Germany o
TP AR <. . -

Authorised officer: A Date: fulcH 2 ¢ol¥

Fernando {‘_\;Jti’i‘ctl, 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 [ssued 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 lI1 of the Directive.

Product identification:
Product name: UFII CONTROL

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

; : ;L2 A :
Authorised officer: %’Lf Fomord Date: 9% /L[f?f(%/ 2N
Hiroshi Yaméye, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBH
Address: _Bornbarch 1, 22848 Norderstedt, Germany B
Authorised officer: 4 ”7§ Date: HARCA U 20(R

Fernando A,_ud'i"cu, 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%
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: UF1I CALIBRATOR

Classification: Other device (except Annex I 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
2 2y

Authorised officer: ",. Zgé)? bld A tezad Date: 52 Apweh (2005
fliroshi Yamané, Executive Vice President

Authorised representative:
Name: SYSMEX EUROPE GMBH
Address: ~Borbarch 1, 2848 Norderstedt, Germany

//i -

Wi 4 Date: WA 7('T 20(¥
Fu'nando A })d ¢u, Chicf Opcratlons Officer

Authorised officer;

This declaration of conformity is issued undcr 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 III of the Directive.

Product identification:
Product name: MEDITAPE CHECK 1

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

. | AL o2 | )
Authorised officer: AP jg e Date: 23 j‘/wdﬂm 0 AD

Hiroshi Yamaf)¢, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBI
Address: Bornbarch |1, 22848 Norderstedt, Germany
Authorised officer: P L ~ Date: Hanci( 2" €

Fernando And_i;;:h, Chief VVO‘pérl"a't'ions Officer

o

This declaration of conformity is issuéd 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




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: MEDITAPE CHECK 2

Classification: Other device (except Annex I 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 Wakmohama Kalgandou Chuo-ku, Kobe 651-0073, Japan

Authorised officer: %myfo / DRiE e Date: /C;gh/ 208

Airoshi Yamdpe, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBIH
Address: Bornbarch 1, 32&481\10 rderstedt, Germany
Authorised officer: 7 /‘ Date: (Aeu T\ 701%

Fumndo Am r LJ.I) Chief Operatmns Officer

This declaration of conformity is issued mfdcr 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, Kabe 651-0073, Japan
Tel. +81-78-265-0500 Fax. +81-78-265-0524




SYSITI@X
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 [1I of the Directive.

Product identification:
Product name: SG Calibrator

Classification: Other device (cxcept 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: SYSMEX CORPORATION

Address: 1-5-1 Wakinohama—l{aigandori, Chuo-ku, Kobe 651-0073, Japan

f’ﬁfw _ Date: 2 /Lf}’)(ﬁﬁ 2ul8

, Executive Vice President

Authorised officer: Qt(,y-p;ﬁ/gz

Hiroshi Yam

Authorised representative:

Name: SYSMEX EUROPE GMBH
Address: Barnbarch 1, wt‘ifi/& Norderstedt, Germany o
Authorised officer: ( - 47 ’( ~ Date:  HAQi 207 0%

Fumndo And;m Chief Opemtlons Officer

This declaration of conformity is issued undu 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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