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EC Declaration of Conformity

Application of Directives:
- 98/79/EC of 27 October 1998 on In Vitro Diagnostic Medical Devices
- 2011/65/EU of 8 June 2011 on the restriction of the use of certain hazardous substances
in electrical and electronic equipment

Means of conformity:
The following products are in conformity with
- Directive 98/79/EC based on the conformity assessment procedures in accordance with
Annex III,
- Directive 2011/65/EU by drawing up the required technical documentation and carrying
out the internal production control procedure in line with module A of Annex II to
Decision No 768/2008/EC.

Product identification:

Product name: Automated Blood Coagulation Analyzer CS-21001
Model name: CS-21001
Classification: Other device (except Annex Il and self-testing devices)

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

Authorised officer: \?‘2 é,’%‘- %MA_ Date: ., dv, o4 ¢
~ e

Takeshi Kubota, Managing Director

Legal Manufacturer:

Name: SYSMEX CORPORATION
Address: 1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
Authorised officer: %& é%‘ %22%2 Date: _3/ ]%, 20/5~
Hiroshi Ya e, Executive Vice President ’
Sysmex Corporation WWW.SysSmex.co.jp

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




SYSMEX CORPORATION

Susmex
A Mail to : 1-5-1 Wakinohama-Kaigandori.Chue-ku.Kobe 851-0073,Japan

Phone 1 81-78-265-0500
Facsimile © 81-78-265-0524

EC Declaration of Conformity

Application of Council Directive:
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 test results
using harmonised standards in accordance with Article 5 of the Directive.

Product identification:
Product name: CA CAL S

Serial (Lot) No. From A2001

Manufacturer:
Name: SYSMEX CORPORATION

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

Country: Japan

Authorised representative:
Name: SYSMEX EUROPE GMBH

Address: Bornbarch 1, 22848 Norderstedt

Country: Germany

Authorised officer: / @g

Iwﬁfe fMatsui

Position: President

Date: d4prid 4#7h , 2002

Place: Novdersted €, Gerwny

This certificate was issued under sole responsibility of:

Authorised officer:.

Tokuhiro Qkada
Position: Vice President, Technology Control

Date: F»e/@\fumﬂ/j/ [st, 200>

Place: Japan




Sgsm@)/\( SYSMEX CORPORATION

Mail to : 1-5-1 Wakinohama-Kaigandori,Chuc-ku Kobe 651-0072.Japan
Phone . 81-76-285-0500
Facsimile | 81-76-265-0524

EC Declaration of Conformity

Application of Council Directive:
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 test results
using harmonised standards in accordance with Article 5 of the Directive.

Product identification:
Product name: CA CLEAN I

Manufacturer:
Name: SYSMEX CORPORATION

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

Country: Japan

Authorised representative:
Name: SYSMEX EUROPE GMBH

Address: Bornbarch 1, 22848 Norderstedt

Country: Germany

Authorised officer: / %%f—;

Position: President

Date: 9711 TANVARY 100D~

Place: ueppERSTEMT, ' GE /S

This certificate was issued under sole responsibility of:

Authorised oﬁicer;_«——é'ﬁﬁg—%\‘

Tokuhiro Ol}fda
Position: _Vice President, Technology Control

Date:  “hevember 7, 3/00,/

Place: Japan




SQJSW@X SYSMEX CORPORATION

Mail to  1-5-1 Wakinchama-Kaigandori, Chuo-ku.Kobe 651-0072.Japan
Phone 0 81-78-265-0500
Facsimile | 81-78-265-0524

EC Declaration of Conformity

Application of Council Directive:
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 test results
using harmonised standards in accordance with Article 5 of the Directive.

Product identification:
Product name: CA CLEAN II

Manufacturer:
Name: SYSMEX CORPORATION

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

Country: Japan

Authorised representative:
Name: SYSMEX EUROPE GMBH

Address: Bornbarch 1, 22848 Norderstedt

Country: Germany

Authorised officer: / %‘g

Iwane Matsui

Position: President

Date:  97TH TAMVALY oo~

Place: ~olymisTenT (ré?-hA%;"/

This certificate was issued under sole respor}sibility of:

/\' .
Authorised officer: W

Tokuhiro Ok'?{
Position: _Vice Presidedt, Technology Control

Date: ~Jrovember 7, 20D/

Place: Japan




SIEMENS

Konformitatserkldrung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

C€

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Europdischen
Parlaments und des Rates {iber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemaf Annex llI
erfiilit werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformify
assessment procedures of Annex I,

Produktname (deutsch}:

Product name (English}:

[ Calciumchilorid-Lésung

| Calcium Chioride Solution

Produkt-Nr. / Product No. (REF):

| ORHO
Packungsgrifie(n) / Package Size(s) (REF):

| ORHO 37
IVD-Kategorie f IVD Category:

[ Sonstige [ Others

Hersteller / Manufacturer:

| Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland):

Address (intermational):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emif-von-Behring-Str. 76
35041 Marburg
Gemmany

Bestiitigung / Authorization:

Director Quality/Regulatory

A

Unterschrift 1 Signature

Dr. Jérg Amborn

Name /Name

2011-04-05

Datum [JJJJ-MM-TT] / Date [YYYY-MM-DDJ:

LP-00101_VL_DoC — Giiltig ab: 2011-01-25

Seite / Page: 1 von/of 1




SIEMENS

Konformitatserkldrung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

C€

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Europdischen
Parlaments und des Rates {iber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemaf Annex llI
erfiilit werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformify
assessment procedures of Annex I,

Produktname (deutsch}:

Product name (English}:

[ Calciumchilorid-Lésung

| Calcium Chioride Solution

Produkt-Nr. / Product No. (REF):

| ORHO
Packungsgrifie(n) / Package Size(s) (REF):

| ORHO 37
IVD-Kategorie f IVD Category:

[ Sonstige [ Others

Hersteller / Manufacturer:

| Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland):

Address (intermational):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emif-von-Behring-Str. 76
35041 Marburg
Gemmany

Bestiitigung / Authorization:

Director Quality/Regulatory

A

Unterschrift 1 Signature

Dr. Jérg Amborn

Name /Name

2011-04-05

Datum [JJJJ-MM-TT] / Date [YYYY-MM-DDJ:

LP-00101_VL_DoC — Giiltig ab: 2011-01-25

Seite / Page: 1 von/of 1




“sysmex

EC Declaration of Conformity

Application of Directives:
- 98/79/EC of 27 October 1998 on In Vitro Diagnostic Medical Devices
- 2011/65/EU of 8 June 2011 on the restriction of the use of certain hazardous substances
in electrical and electronic equipment

Means of conformity:
The following products are in conformity with
- Directive 98/79/EC based on the conformity assessment procedures in accordance with
Annex I1I,
- Directive 2011/65/EU by drawing up the required technical documentation and carrying
out the internal production control procedure in line with module A of Annex Il to
Decision No 768/2008/EC.

Product identification:

Product name: Automated Blood Coagulation Analyzer CA-600 series
Model name: CA-620, CA-650, CA-660
Classification: Other device (except Annex II and self-testing devices)

Authorised representative:

Name: SYSMEX EUROPE GMBH

Address: Bornbarch 1, 22848 Norderstedt, Germany

Authorised officer: \ 5 ol fokaln  Dale so, oy 2o, £
Takeshi Kubota, Managing Director “

Legal Manufacturer:
Name: SYSMEX CORPORATION

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

Authorised officer: %mfﬁ %{[ Date: >/ ]‘ﬂ/é(/ 20/8

Hiroshi Yaméfie, Executive Vice President

Sysmex Corporation WWW.Sysmex.co.jp
1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan

Tel. +81-78-265-0500 Fax. +81-78-265-0524




SIEMENS

Konformitatserklarung

Declaration of Conformity

C¢€

Wir erklédren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates (ber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemaf Annex IlI
erfiillt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex Iil.

Produktname (deutsch):

Product name (English):

| Kontroll-Plasma N

Controf Plasma N |

Produkt-Nr. / Product No. (REF):

ORKE |
PackungsgroRe(n) / Package Size(s) (REF):
| ORKE 41 |
IVD-Kategorie / IVD Category:
[ Sonstige | Others |

Hersteller | Manufacturer:

I Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland):

Address (international):

Siemens Healthcare Diagnostics Products GmbH
Emil-van-Behring-Sir. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg
Germany

Bestétigung / Authorization:

Director Quality/Regulatory

28

A=

Unterschrift / Signature

Dr. Jorg Amborn

Name /Name

2008-09-03

Datum [JJJJ-MM-TT] / Date [YYYY-MM-DDJ:

| Konformitétserklarung / Declaration of Conformity (DoC)

Seite / Page: 1 von / of 1|




SIEMENS

Konformitatserklarung

Declaration of Conformity

C€

Wir erkléren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates Uber In-vitro-Diagnostika
Gbereinstimmen und die Anforderungen geméaft Annex IlI
erfiillt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex Ill.

Produktname (deutsch):

Product name (English).

| Kontroll-Plasma P

Control Plasma P |

Produkt-Nr. / Product No. (REF):

| OUPZ |
PackungsgréBe(n) / Package Size(s) (REF):

| OUPZ 17 |
IVD-Kategorie / /VD Category:

[ Sonstige [ Others |

Hersteller | Manufacturer:

[ Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland):

Address (international):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg
Germany

Bestitigung / Authorization:

Director Quality/Regulatory

A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

Datum [JJJJ-MM-TT] / Date [YYYY-MM-DDJ:

| Konformitatserkl&rung / Declaration of Conformity (DoC)

Seite / Page: 1 von / of 1]




sysmex

EC Declaration of Conformity

Application of Council Directive:
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 test results
using harmonised standards in accordance with Article 5 of the Directive.

Product identification:
Product name; CUVETTE

Model: SUC-400A

Manufacturer:;
Name: SYSMEX CORPORATION

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

Country: Japan

Authorised representative:
Name: SYSMEX EUROPE GMBH

Address: Bombarch 1, 22848 Norderstedt

Country: Grermany,1

Authorised officer: VZ
e Matsui

Position: Executive Vice Chairman & CEO

Date: ¥7% SEP. 20%§

Place: Germany

This certificate was issued under sole responssbillty of:

Authorised officer. /) . w:%f:??

Mitsuru Watanabe
Position: Vice President, R&D Strategic Planning

~

Date: 30t Lag 200 b

Place: Japan




SIEMENS

Konformitatserkldarung

Declaration of Conformity

C€

Wir erkldren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates Gber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemifl Annex ll1
erfiilit werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex .

Produktname (deutsch):

Product name (English):

| Dade CA System-Puffer

Dade CA System Buffer |

Produkt-Nr. / Product No. (REF):

| B4265-35 |
Packungsgréfle(n) / Package Size(s) (REF):
B4265-35 |
IVD-Kategorie / IVD Category:
[ Sonstige | Others |

Hersteller | Manufacturer:

| Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland):

Address (international):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg
Germany

Bestitigung / Authorization:

Director Quality/Regulatory

/7

A

Unterschrift / Signature

Dr. Jorg Amborn

Name /Name

2008-09-03

Datum [JJJJ-MM-TT] / Date [YYYY-MM-DDJj:

| Konformitétserklérung / Declaration of Conformity (DoC)

Seite / Page: 1 von / of 1|




SIEMENS

Konformitédtserkldrung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

¢

Wir erkléren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates iber In-vitro-Diagnostika
bereinstimmen und die Anforderungen gemai Annex Il
erflllt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Fehler! Verweisquelie konnte
nicht gefunden werden..

Produktname (deutsch):

Product name (English):

[ Dade Fibrinogen-Bestimmungsreagenzien

| Dade Fibrinogen Determination Reagents |

Produkt-Nr. / Product No. (REF):

| B4233-155Y ]
PackungsgréRe(n) / Package Size(s) (REF):

] B4233-155Y ]
IVD-Kategorie / VD Category:

[ Sonstige | Others |

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland):

Address (international):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg
Germany

Bestétigung / Authorization:

Director Quality/Regulatory

g-

ugf

Untérschrift / Signatuke

Dr. Gertrud Thedinga

Name /Name

2009-10-20

Datum [JJJJ-MM-TT] / Date [YYYY-MM-DDJ:

| LP-00101_VL_DoC - Giiltig ab: 2009-06-08

Seite / Page: 1 von/ of 1|

Vertrauliche Informationen von Siemens Healthcare Diagnostics /
Proprietary Information of Siemens Healthcare Diagnostics



SIEMENS

Konformitédtserkldrung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

¢

Wir erkléren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates iber In-vitro-Diagnostika
bereinstimmen und die Anforderungen gemai Annex Il
erflllt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Fehler! Verweisquelie konnte
nicht gefunden werden..

Produktname (deutsch):

Product name (English):

[ Dade Fibrinogen-Bestimmungsreagenzien

| Dade Fibrinogen Determination Reagents |

Produkt-Nr. / Product No. (REF):

| B4233-155Y ]
PackungsgréRe(n) / Package Size(s) (REF):

] B4233-155Y ]
IVD-Kategorie / VD Category:

[ Sonstige | Others |

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland):

Address (international):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg
Germany

Bestétigung / Authorization:

Director Quality/Regulatory

g-

ugf

Untérschrift / Signatuke

Dr. Gertrud Thedinga

Name /Name

2009-10-20

Datum [JJJJ-MM-TT] / Date [YYYY-MM-DDJ:

| LP-00101_VL_DoC - Giiltig ab: 2009-06-08

Seite / Page: 1 von/ of 1|

Vertrauliche Informationen von Siemens Healthcare Diagnostics /
Proprietary Information of Siemens Healthcare Diagnostics



SIEMENS

Konformitatserklarung

Declaration of Conformity

€

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Europiischen
Parlaments und des Rates (ber In-vitro-Diagnostika
Uibereinstimmen und die Anforderungen gemalt Annex IlI
erfiillt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex Ifl.

Produktname (deutsch):

Product name (English):

| Dade Innovin

Dade Innovin

Produkt-Nr. / Product No. (REF):

| B4212-40, -50, -100

PackungsgréRe(n) / Package Size(s) (REF):

B4212-40, -50, -100

IVD-Kategorie / IVD Category:

[ Sonstige

| Others

Hersteller | Manufacturer:

| Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland):

Address (international):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg
Germany

Bestitigung / Authorization:

Director Quality/Regulatory

)

At

Unterschrift / Signature

Dr. Jérg Ambomn

Name /Name

2008-09-03

Datum [JJJJ-MM-TT] / Date [YYYY-MM-DDJ:

| Konformitétserkldrung / Declaration of Conform ity (DoC)

Seite / Page: 1 von / of 1]




SIEMENS

Konformitatserklarung

Declaration of Conformity

€

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Europiischen
Parlaments und des Rates (ber In-vitro-Diagnostika
Uibereinstimmen und die Anforderungen gemalt Annex IlI
erfiillt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex Ifl.

Produktname (deutsch):

Product name (English):

| Dade Innovin

Dade Innovin

Produkt-Nr. / Product No. (REF):

| B4212-40, -50, -100

PackungsgréRe(n) / Package Size(s) (REF):

B4212-40, -50, -100

IVD-Kategorie / IVD Category:

[ Sonstige

| Others

Hersteller | Manufacturer:

| Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland):

Address (international):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg
Germany

Bestitigung / Authorization:

Director Quality/Regulatory

)

At

Unterschrift / Signature

Dr. Jérg Ambomn

Name /Name

2008-09-03

Datum [JJJJ-MM-TT] / Date [YYYY-MM-DDJ:

| Konformitétserkldrung / Declaration of Conform ity (DoC)

Seite / Page: 1 von / of 1]




SIEMENS

Konformitatserklarung

Declaration of Conformity

¢

Wir erkldren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Europaischen
Parlaments und des Rates iber In-vitro-Diagnostika
Uibereinstimmen und die Anforderungen gemai Annex Il|
erfillt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex Il

Produktname (deutsch):

Product name (English):

| Dade Thrombin Reagenz

Dade Thrombin Reagent |

Produkt-Nr. / Product No. (REF):

| B4233-25, -27 |
PackungsgréRe(n) / Package Size(s) (REF):
B4233-25, -27 |
IVD-Kategorie / IVD Category:
[ Sonstige | Others |

Hersteller /| Manufacturer:

Siemens Healthcare Diagnostics Products GmbH l

Adresse (innerhalb Deutschland):

Address (international):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg
Germany

Bestétigung / Authorization:

Director Quality/Regulatory

/)

- A=

Unterschrift / Signature

Dr. Jorg Amborn

Name /Name

2008-09-03

Datum [JJJJ-MM-TT]/ Date [YYYY-MM-DDJ:

| Konformitétserklarung / Declaration of Conformity (DoC)

Seite / Page: 1 von / of 1]




SIEMENS

Konformitatserklarung

Declaration of Conformity

¢

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates iiber In-vitro-Diagnostika
bereinstimmen und die Anforderungen gemal Annex Il
erfilit werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex Ifl.

Produktname (deutsch):

Product name (English):

| Fibrinogen Kalibrator Kit

Fibrinogen Calibrator Kit |

Produkt-Nr. / Product No. (REF):

| 0QVK |
Packungsgrofie(n) / Package Size(s) (REF):
OQVK 11 |
IVD-Kategorie / IVD Category:
[ Sonstige | Others |

Hersteller / Manufacturer:

Siemens Healthcare Diagnostics Products GmbH f

Adresse (innerhalb Deutschland):

Address (international):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Germany

Bestétigung / Authorization:

Director Quality/Regulatory

) A

Unterschrift / Signature

Dr. J6rg Amborn

Name /Name

2008-09-03

Datum [JJJJ-MM-TT] / Date [YYYY-MM-DDJ:

| Konformitatserkldrung / Declaration of Conformity (DoC)

Seite / Page: 1 von/ of 1|




SIEMENS

Konformitatserklarung

Declaration of Conformity

C¢€

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates iber In-vitro-Diagnostika
Uibereinstimmen und die Anforderungen gem&R Annex Il
erfiillt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex Il

Produktname (deutsch):

Product name (English):

| INNOVANCE D-Dimer Controls

INNOVANCE D-Dimer Controls l

Produkt-Nr. / Product No. (REF):

| OPDY ]
PackungsgroBe(n) / Package Size(s) (REF):
OPDY 03 |
IVD-Kategorie / IVD Category:
[ Sonstige | Others |

Hersteller /| Manufacturer:

| Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland):

Address (international):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg
Germany

Bestétigung / Authorization:

Director Quality/Regulatory

.

AL

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

Datum [JJJJ-MM-TT] / Date [YYYY-MM-DD]j:

Seite / Page: 1 von / of 1 |

| Konformitétserklérung / Declaration of Conformity (DoC)




SIEMENS

Konformitatserklarung

Declaration of Conformity

¢

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates {iber In-vitro-Diagnostika
tibereinstimmen und die Anforderungen geméR Annex ll|
erfiilit werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex Ilf.

Produktname (deutsch):

Product name (English):

| INNOVANCE D-Dimer

INNOVANCE D-Dimer

Produkt-Nr. / Product No. (REF):

j OPBP

PackungsgréBe(n) / Package Size(s) (REF):

OPBP 03, OPBP 07

IVD-Kategorie / IVD Category:

[ Sonstige |

Others

Hersteller /| Manufacturer:

| Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland);

Address (international):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg
Germany

Bestatigung / Authorization:

Director Quality/Regulatory

=

Unterschrift

! Signature

Dr. Joérg

Ambomn

Name /Name

2008-09-03

Datum [JJJJ-MM-TT]/

Date [YYYY-MM-DDJ:

| Konformitétserklérung / Declaration of Conformity (DoC)

Seite / Page: 1 von/ of 1]




SIEMENS

Konformitatserklarung EC Declaration of Conformity =
Wir erklzren hiermit, dass die unten angegebenen In-vitro- We hereby declare that the product described below
Diagnostika-Produkte mit den Anforderungen der Richtlinie  conforms to all applicable requirements of Council Directive

98/79/EG des Européischen Parlaments und des Rates 98/79/EC for in vitro diagnostic medical devices.
Uber In-vitro-Diagnostika tibereinstimmen.

Hersteller: Innerhalb Deutschland International
Legal Manufacturer: Siemens Healthcare Diagnostics Siemens Healthcare Diagnostics

Products GmbH Products GmbH

Emil-von-Behring-Str. 76 Emil-von-Behring-Str. 76

35041 Marburg 35041 Marburg, Germany ———
Produktname: INNOVANCE Heparin Kalibrator Sl

Product Name:

It

INNOVANCE Heparin Calibrator

Produkt-Nr (REF): OPOB
Catalogue Number (REF):

Siemens Material Nummer (SMN): 10873453
Siemens Material Number (SMN):

PackungsgréBe(n) (REF): OPOB 03

Package Size(s) (REF):

IVD Kategorie: Sonstige £ =
Classification: General IVD -

i
il

.|||r m

Konformitidtsbewertungsverfahren: ANHANG IlI

Conformity Assessment Route: ANNEX Il _
Diese Konformitatserklarung ist unter alleiniger This declaration of conformity is issued under the sole =
Verantwortung der Siemens Healthcare Diagnostics responsibility of Siemens Healthcare Diagnostics Products — —
Products GmbH erstellt worden. GmbH.
Diese Konformitatserklarung ersetzt jede vorher fir dieses  This declaration supersedes any declaration issued
Produkt erstellte Konformitétserklérung. previously for the same product.
’\} r\ .
Unterschrift: ( ﬂ* oV .
Signature: 9 ud. o 2015-09-29 F
Name of Signatory: Dr. Gertr{ld Thedinga Datum =
Title of Signatory: Head of Regulatory Affairs [JJJJ-MM-TT]
Siemens Healthcare Diagnostics Products GmbH Date
Marburg [YYYY-MM-DD]

Seite 1von 1/ Page 1 of 1



SIEMENS

Konformitatserklarung EC Declaration of Conformity =
Wir erkldren hiermit, dass die unten angegebenen In-vitro- We hereby declare that the product described below
Diagnostika-Produkte mit den Anforderungen der Richtlinie  conforms to all applicable requirements of Council Directive

98/79/EG des Européischen Parlaments und des Rates 98/79/EC for in vitro diagnostic medical devices.
tber In-vitro-Diagnostika tUbereinstimmen.

Hersteller: Innerhalb Deutschland International
Legal Manufacturer: Siemens Healthcare Diagnostics Siemens Healthcare Diagnostics
Products GmbH Products GmbH —_—
Emil-von-Behring-Str. 76 Emil-von-Behring-Str. 76
35041 Marburg 35041 Marburg, Germany —
Produktname: INNOVANCE Heparin ~

Product Name:

Il

INNOVANCE Heparin
Produkt-Nr (REF): OPOA
Catalogue Number (REF):

Siemens Material Nummer (SMN): 10873448
Siemens Material Number (SMN):

PackungsgréBe(n) (REF): OPOA 03

Package Size(s) (REF):

IVD Kategorie: Sonstige £ =
Classification: General IVD = =

Konformitdtsbewertungsverfahren: ANHANG Ill

[

Conformity Assessment Route: ANNEX Il
Diese Konformitatserklarung ist unter alleiniger This declaration of conformity is issued under the sole
Verantwortung der Siemens Healthcare Diagnostics responsibility of Siemens Healthcare Diagnostics Products
Products GmbH erstellt worden. GmbH.
Diese Konformitatserkldrung ersetzt jede vorher fiir dieses  This declaration supersedes any declaration issued
Produkt erstellte Konformitatserklérung. previously for the same product.
7 Q, 4
Unterschrift: / y
Signature: <). l Ai (20 C{.,Z 2015-09-29
Name of Sigr‘étory: Dr. Gertrud Thedinga Datum = —=
Title of Signatory: Head of Regulatory Affairs [JJJJ-MM-TT]
Siemens Healthcare Diagnostics Products GmbH Date
Marburg [YYYY-MM-DD]

Seite 1 von 1/ Page 1 of 1



SIEMENS

Konformitatserklarung EC Declaration of Conformity
Wir erklaren hiermit, dass die unten angegebenen In-vitro- We hereby declare that the product described below
Diagnostika-Produkte mit den Anforderungen der Richtlinie  conforms to all applicable requirements of Council Directive
98/79/EG des Européischen Parlaments und des Rates 98/79/EC for in vitro diagnostic medical devices.
Uber In-vitro-Diagnostika tibereinstimmen.

Hersteller: Innerhalb Deutschland International
Legal Manufacturer: Siemens Healthcare Diagnostics Siemens Healthcare Diagnostics
Products GmbH Products GmbH _—
Emil-von-Behring-Str. 76 Emil-von-Behring-Str. 76
35041 Marburg 35041 Marburg, Germany —
Produktname: INNOVANCE Heparin LMW Kontrolle 1 & =
Product Name:

INNOVANCE Heparin LMW Control 1

Il

Produkt-Nr (REF): OPOE
Catalogue Number (REF):

Siemens Material Nummer (SMN): 10873449
Siemens Material Number (SMN):

PackungsgroBe(n) (REF): OPOE 03
Package Size(s) (REF):

IVD Kategorie: Sonstige
Classification: General IVD

Konformitdtsbewertungsverfahren: ANHANG Il

Conformity Assessment Route: ANNEX Il

Diese Konformitatserklarung ist unter alleiniger This declaration of conformity is issued under the sole
Verantwortung der Siemens Healthcare Diagnostics responsibility of Siemens Healthcare Diagnostics Products
Products GmbH erstellt worden. GmbH.

Diese Konformitatserkldrung ersetzt jede vorher fiir dieses  This declaration supersedes any declaration issued
Produkt erstelite Konformitatserklérung. previously for the same product.

Unterschrift: C ) shzjﬂ’,uq_ﬁ 2015-09-29

Signature: :
Name of SignafLw: Dr. Gertrud &‘hedinga Datum
Title of Signatory: Head of Regulatory Affairs [JJJJ-MM-TT]
Siemens Healthcare Diagnostics Products GmbH Date
Marburg [YYYY-MM-DD]

Seite 1 von 1/ Page 1 of 1




SIEMENS

Konformitétserkldrung EC Declaration of Conformity
Wir erklaren hiermit, dass die unten angegebenen In-vitro- We hereby declare that the product described below
Diagnostika-Produkte mit den Anforderungen der Richtlinie  conforms fo all applicable requirements of Council Directive
98/79/EG des Européischen Parlaments und des Rates 98/79/EC for in vitro diagnostic medical devices. = =
Uber In-vitro-Diagnostika tibereinstimmen. = =

I
il

Hersteller: Innerhalb Deutschland International e —

Legal Manufacturer: Siemens Healthcare Diagnostics Siemens Healthcare Diagnostics =
Products GmbH Products GmbH —
Emil-von-Behring-Str. 76 Emil-von-Behring-Str. 76
35041 Marburg 35041 Marburg, Germany

Produktname: INNOVANCE Heparin LMW Kontrolle 2

P :

Podict Hama INNOVANCE Heparin LMW Control 2
Produkt-Nr (REF): OPOF
Catalogue Number (REF):

Siemens Material Nummer (SMN): 10873450
Siemens Material Number (SMN):

PackungsgréRe(n) (REF): OPOF 03
Package Size(s) (REF):

IVD Kategorie: Sonstige
Classification: General IVD

Konformitdtsbewertungsverfahren: ANHANG IlI

Conformity Assessment Route: ANNEX Il
Diese Konformitatserklarung ist unter alleiniger This declaration of conformity is issued under the sole =
Verantwortung der Siemens Healthcare Diagnostics responsibility of Siemens Healthcare Diagnostics Products =
Products GmbH erstellt worden. GmbH.
Diese Konformitétserkidrung ersetzt jede vorher fiir dieses ~ This declaration supersedes any declaration issued
Produkt erstellte Konformitatserklarung. previously for the same product.
Unterschrift: ( SRV g
Signature: 9 - [t € & 0L, 2015-09-29 -
Name of Signa'éory: Dr. Gertrch Thedinga Datum 'E‘E —
Title of Signatory: Head of Regulatory Affairs [JJJJ-MM-TT] =
Siemens Healthcare Diagnostics Products GmbH Date
Marburg [YYYY-MM-DD]

Seite 1 von 1/ Page 1 of 1




SIEMENS

Konformitatserklarung

EC Declaration of Conformity

Wir erkléren hiermit, dass die unten angegebenen In-vitro- We hereby declare that the product described below
Diagnostika-Produkte mit den Anforderungen der Richtlinie  conforms to all applicable requirements of Council Directive
98/79/EG des Europaischen Parlaments und des Rates 98/79/EC for in vitro diagnostic medical devices.

tiber In-vitro-Diagnostika tbereinstimmen.

Hersteller:
Legal Manufacturer:

Produktname:
Product Name:

Innerhalb Deutschiand International

Siemens Healthcare Diagnostics Siemens Healthcare Diagnostics
Products GmbH Products GmbH
Emil-von-Behring-Str. 76 Emil-von-Behring-Str. 76

35041 Marburg 35041 Marburg, Germany

INNOVANCE Heparin UF Kontrolle 1
INNOVANCE Heparin UF Control 1

Produkt-Nr (REF): OPOC

Catalogue Number (REF):

Siemens Material Nummer (SMN): 10873452

Siemens Material Number (SMN):

PackungsgréBe(n) (REF): OPOC 03

Package Size(s) (REF):

IVD Kategorie: Sonstige

Classification: General IVD

Konformititshewertungsverfahren: ANHANG l|

Conformity Assessment Route: ANNEX Il

Diese Konformitatserklarung ist unter aileiniger This declaration of conformity is issued under the sole
Verantwortung der Siemens Healthcare Diagnostics responsibility of Siemens Healthcare Diagnostics Products

Products GmbH erstellt worden.

GmbH.

Diese Konformitatserklarung ersetzt jede vorher fir dieses  This declaration supersedes any declaration issued

Produkt erstellte Konformitatserklarung.

Unterschrift:
Signature:

previously for the same product.

y N
( ; kﬂaﬂi L9l 2015-09-29

Name of Signa&)ry: Dr. GertrucfJ Thedinga Datum

Title of Signatory: Head of Regulatory Affairs [JJJJ-MM-TT]
Siemens Healthcare Diagnostics Products GmbH Date

Marburg [YYYY-MM-DD]

Seite 1 von 1/ Page 1 of 1




SIEMENS

TY

Konformitatserklarung EC Declaration of Conformity
Wir erklaren hiermit, dass die unten angegebenen In-vitro- We hereby declare that the product described below
Diagnostika-Produkte mit den Anforderungen der Richtlinie  conforms to all applicable requirements of Council Directive
98/79/EG des Européischen Parlaments und des Rates 98/79/EC for in vitro diagnostic medical devices.
Uber In-vitro-Diagnostika Gbereinstimmen.

Hersteller: Innerhalb Deutschland International

Legal Manufacturer: Siemens Healthcare Diagnostics Siemens Healthcare Diagnostics
Products GmbH Products GmbH
Emil-von-Behring-Str. 76 Emil-von-Behring-Str. 76
35041 Marburg 35041 Marburg, Germany

Produktname: INNOVANCE Heparin UF Kontrolle 2

Product Name: INNOVANCE Heparin UF Control 2

Produkt-Nr (REF): OPOD
Catalogue Number (REF):

Siemens Material Nummer (SMN): 10873451
Siemens Material Number (SMN):

PackungsgréRe(n) (REF): OPOD 03
Package Size(s) (REF):

IVD Kategorie: Sonstige
Classification: General IVD

Konformitdtsbewertungsverfahren: ANHANG Il

Conformity Assessment Route: ANNEX Il
Diese Konformitatserklarung ist unter alleiniger This declaration of conformity is issued under the sole
Verantwortung der Siemens Healthcare Diagnostics responsibility of Siemens Healthcare Diagnostics Products
Products GmbH erstellt worden. GmbH.
Diese Konformitatserklarung ersetzt jede vorher fiir dieses  This declaration supersedes any declaration issued
Produkt erstellte Konformitatserklarung. previously for the same product.
. ) :
Unterschrift: < ¢
Signature: 2 - TLL{KJ\ Q4 2015-09-29
Name of Signﬁory: Dr. Gertruci Thedinga Datum
Title of Signatory: Head of Regulatory Affairs [JJJJ-MM-TT]
Siemens Healthcare Diagnostics Products GmbH Date
Marburg [YYYY-MM-DDJ

Seite 1von 1/ Page 1 of 1



SIEMENS

Konformitatserklarung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

C€

Wir erkléren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates Uiber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemaR Annex Il
erfailt werden.

We hereby declare that the in vifro diagnostic devices
described below conforms to all applicable Essential
Requiremenits of Directive 98/79/EC on in vifro Diagnostic
Medical Devices and accordance was shown by conformily
assessment procedures of Annex Hii.

Produktname (deutsch):

Product name (English):

Multifibren U

[ Mulfifibren U |

Produkt-Nr. / Product No. (REF):

| OWZG |

Packungsgréle(n} / Package Size{s) (REF):

| OWZG 15, OWZG 19, OWZG 21, OWZG 23 |

IVD-Kategorie / IVD Category:

| Sonstige

| Others |

Hersteller f Manufacturer:

| Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland):

Address (intemational):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Sir. 76
35041 Marburg
Germany

Bestatigung / Authorization:

Director Quality/Regulatory

/

A

Unterschrift / Signature

Dr. JBrg Amborn

Name /Name

2011-04-05

Datumn [JJJJ-MM-TT] / Date [YYYY-MM-DD]:

LP-00101_VL_DoC — Glltig ab: 2011-01-25

Seite / Page: 1von/of 1



SIEMENS

Konformitatserklarung

Declaration of Conformity

C€

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates iiber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemafl Annex Il
erfillt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms fo all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex .

Produktname (deutsch): Product name (English):

| Pathromtin SL Pathromtin SL |
Produkt-Nr. / Product No. (REF):

| 0QGS |

PackungsgroBe(n) / Package Size(s) (REF):

0QGS 29, 0QGS 35

IVD-Kategorie / IVD Category:

[ Sonstige

| Others |

Hersteller / Manufacturer:

Siemens Healthcare Diagnostics Products GmbH l

Adresse (innerhalb Deutschland):

Address (international):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg
Germany

Bestdtigung / Authorization:

Director Quality/Regulatory

).

A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

Datum [JJJJ-MM-TT]/ Date [YYYY-MM-DD]:

| Konformitatserklérung / Declaration of Conformity (DoC)

Seite / Page: 1 von / of 1|




SIEMENS

Konformitatserklarung

Declaration of Conformity

€

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates ber In-vitro-Diagnostika
tibereinstimmen und die Anforderungen gemal Annex llI
erfiillt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex Il

Produktname (deutsch):

Product name (English):

| PT-Multi Calibrator PT-Multi Calibrator |
Produkt-Nr. / Product No. (REF):
OPAT |
PackungsgroRe(n) / Package Size(s) (REF):
OPAT 03 |
IVD-Kategorie / IVD Category:
[ Sonstige | Others |

Hersteller /| Manufacturer:

| Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland):

Address (international):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Germany

Bestétigung / Authorization:

Director Quality/Regulatory

) A

Unterschrift / Signaiure

Dr. Jérg Amborn

Name /Name

2008-09-03

Datum [JJJJ-MM-TT] / Date [YYYY-MM-DDJ:

| Konformitétserklarung / Declaration of Conformity (DoC)

Seite / Page: 1 von / of 1|




SQSW@X SYSME) CORPORATION

Mail to . 1-5-1 Wakinchama-Kaigandori.Chuc-ku.Kobe 851-0073.Japan
Pnone . 81-78-285-05G0

Facsimile | §1-78-265-0524

EC Declaration of Conformity

Application of Council Directive:
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 test results
using harmonised standards in accordance with Article 5 of the Directive.

Product identification:
Product: REACTION TUBE

Model: SU-40

Manufacturer:
Name: SYSMEX CORPORATION

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

Country: Japan

Authorised representative:
Name: SYSMEX EUROPE GMBH

Address: Bornbarch 1, 22848 Norderstedt

Country: Germany

Authorised officer: /, @g

Iwane Matsui

Position: President

Date: _(oTH TAWMvARYy 1O°L —

Place: NERIEASTEPT. GEMaAL Y
This certificate was issued under sole responsibility of:

Authorised officer: %‘é

Tokuhiro Okdda
Position: Vice President, Technology Control

Date: ~Jwevemdber 6, >00 /

Place: Japan




hama-Kaigandori.Chuo-ku Kebe 6571-0075.Japan
00

Facsimile | 81-78-26¢

EC Declaration of Conformity

Application of Council Directive:
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 test results
using harmonised standards in accordance with Article 5 of the Directive.

Product identification:
Product: REACTION TUBE

Modei: SUA-400A

Manufacturer:
Name: SYSMEX CORPORATION

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

Country: Japan

Authorised representative:
Name: SYSMEX EUROPE GMBH

Address: Bornbarch 1, 22848 Norderstedt

Country: Germany

Authorised officer: Z /A p

Iw4ne Matsui

Position: President

Date: /S (‘7A/7 2001 —

Place: Germany

This certificate was issued under sole responsibility of:

Authorised officer_——— 72 A/

Tokuhiro Okada

Position: Vice President, Technology Control

Date: “Irerch /§, 2002

Place: Japan




SIEMENS

Konformitatserklarung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

€

Wir erkldren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates liber In-vitro-Diagnostika
iibereinstimmen und die Anforderungen gemal Annex ||
eriillt werden.

We hercby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex Il

Produktname {deutsch}:

Product name (English):

[ Standard-Human-Plasma

| Standard Human Plasma |

Produkt-Nr. / Product No. (REF):

[ ORKL |

PackungsgréBe(n) / Package Size{s) (REF):

ORKL 13, ORKL 17, ORKL 21 |

IVD-Kategorie / IVD Category:

| Sonstige

| Others |

Hersteller / Manufacturer:

| Siemens Healthcare Diagnostics Products GmbH \

Adresse (innerhalb Deutschland):

Address (infermnational):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg
Gemmany

Bestétigung / Authorization:

Director Quality/Regulatory

e

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2011-04-05

Datum [JJJJ-MM-TT]/ Date [YYYY-MM-DDJ:

LP-00101_VL_DoC — Giiltig ab: 2011-01-25

Seite / Page: 1 von/ of 1




SIEMENS

Konformitatserklarung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

€

Wir erkldren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates iiber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemaf Annex Il
erfiiilt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to alf applicable Essential
Requirements of Direclive 3&79/EC on in vifro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex i,

Produktname (deutsch):

Product name (English):

| Waschlésung fir Gerinnungsanalyzer

| Washing Solution for Coagulation Analyzers \

Produkt-Nr. / Product No. (REF):

| owze |
Packungsgréfe(n} / Package Size(s) (REF):
OWZC 39 |
IVD-Kategorie / /VD Category:
[ Sonstige [ Cthers \

Hersteller / Manufacturer:

Siemens Healthcare Diagnostics Products GmbH \

Adresse {innerhalb Deutschland):

Address (intemnational):

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg
Germany

Bestatigung / Authorization:

Director Quaiity/Regulatory

=)

AL

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2011-04-05

Datum [JJJJ-MM-TT] / Date [YYYY-MM-DDJ:

LP-00101_VL_DoC - Gultig ab: 2011-01-25

Seite / Page: 1von/ of 1



	Automated_Blood_Coagulation_Analyzer_CS-2100i_DXDCM_0900ac6d804dadc1-1446749047263
	CA_CAL_S_DXDCM_0900ac6d80068d4f-1257047694443
	CA_Clean_I_DXDCM_0900ac6d80068d5d-1257046888333
	CA_Clean_II_DXDCM_0900ac6d80068d5e-1257047287115
	Calcium_Chloride_Solution_DXDCM_0900ac6d8005a6a5-1302114642524 (2)
	Calcium_Chloride_Solution_DXDCM_0900ac6d8005a6a5-1302114642524
	CE CA 600
	Control Plasma N_DXDCM_0900ac6d8005a64e-1257046731615
	Control Plasma P_DXDCM_0900ac6d8005a665-1257042990695
	Cuvette_DXDCM_0900ac6d80cb296c-1424898929537
	Dade CA System Buffer_DXDCM_0900ac6d8005a699-1257041700195
	Dade Fibrinogen Determination Reagents_DXDCM_0900ac6d80060cd6-1257048079911 (2)
	Dade Fibrinogen Determination Reagents_DXDCM_0900ac6d80060cd6-1257048079911
	Dade Innovin_DXDCM_0900ac6d800a3dd1-1257045880550 (2)
	Dade Innovin_DXDCM_0900ac6d800a3dd1-1257045880550
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