SIEMENS

Konformitéitserkléirung

Declaration of Conformity

e

Wir erkléren 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
Ubereinstimmen und die Anforderungen gemiR Annex IlI
erfillt werden.

We hereby declare that the in viiro 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 /i,

Produkthame (deutsch):

Product name (English):

Thromborel § Thromborel 8
Produkt-Nr. / Product No. (REF):
OUHP

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

OUHP 28, OUHP 49

-
—
-

IVD-Kategorie | /VD Category:

| Sonstige

[ Others |

Hersteller | Manufacturer:

Slemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland):

Address (internalional):

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:

Diractor Quality/Regulatory

7

Unterschrift / Signature

Dr. J6rg Amborn

Name /Name

2008-09-03

Datum [JJJJ-MM-TT] 7 Date [YYYY-MM-DD]:

KonformitétserklarJA@ g BRI |.

Reason: Méldsign Signature
Location: Moldova

Seite / Page: 1 von/of 1]




SQJ Sm @)}({ SYSMEX GORPORATION

viail to - 1-5-1 Wakinonhama-Kagandori.Chue-ku Kobe 651-0072 Japan
Phone - 81-76-285-0500
Facsimile | £1.76-265-0524

L C 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: / %sg:

Iwdhie Matsui

Position: President
Date: 9 TH _TANVARY 1007 .
. {
Place: welpeRSTEDT, C-rE?-hAA//‘/

This certificate was issued under sole responsibility of:
Authorised oﬁiceri—é%ﬁﬁr—_—j
Tokuhiro Ol?(da
Position: _Vice President, Technology Control

Date: _“heyember 7, 200/

Place: Japan




S

yjsm@/\( SYSMEX CORPORATION

Mail 1o D1-5-% Wakinonama-Kaigandori, Chuo-tu Kove 651-0072.Janan
Phone : B1-78-265-0500
Facsimile © §1-76-265-0524

LEC 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: / QK

4
Iwane Matsui

Position: President
Date: 97 JAWvALY 2oor
Place: HW‘FS@T c’r’ﬁ"l-h/rv"-;y

This certificate was issued under sole respor/]}sibi!ity of:

Authorised officer:

Tokuhiro 617%
Position: Vice Preside t, Technology Control
Date: " Jroremiflen V. 2D/
Place:

Japan

SRL.
(]
2 012




SIEMENS

Konformitétserklarung

Declaration of Conformity

@l

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

ibereinstimmen und die Anforderungen gemanR Annex lil
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 Annex I,

Produktname (deutsch):

Product name (English):

I Dade Actin FS Reagenz zur Bestimmung der APTT

Dade Actin FS Activated PTT Reagent

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

B4218-20, -100

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

B4218-20, -100

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 GrmbH
Emil-von-Behring-Str. 76
35041 Marburg
Germany

Bestétigung / Authorization;

Director Quality/Regulatory

.

A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

Datum [JJJJ-MM-TT] / Date [Y YYY-MM-DDJ:

IMPEX»

SRL.

| Konformitétserklérung / Declaration of Confarmity (DoC)

Seite / Page: 1 von / of 1|




SIEMENS

Konformititserkldrung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

€

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

We hereby declare that the in viiro 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 I,

Produktname (deutsch):

Product name (English):

[ Calciumchlorid-Lésung

| Calciurm Chioride Solution ]

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

| ORHO ]
PackungsgréBe(n) / Package Size(s) (REF):

‘ ORHO 37
IVD-Kategorie / IVD Category:

| Sonstige | Others ]

Hersteller /| Manufacturer:

Slemens 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 GrmbH
Emil-von-Behring-Str. 76
36041 Marburg
Germany

Bestfa'tigung [ Authorization:

Director Quality/Regulatory

)

P

Unterschrift / Signature

Dr. Jérg Ambomn

Name /Name

2009-11-05

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

[LP-00101_VL DoC — Gilltig ab: 2009-06-08

Seite / Page: 1 von/ of 1]

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



SIEMENS

Konformitéitserklérung Declaration of Conformity

C€

Wir erkldren hiermit, dass die unten angegebenen In-vitro- | Wa hereby declare that the in vitro diagnostic devices
Diagnostika-Produkte mit den Grundlegenden described below conforms to aff applicable Essential
Anforderungen der Richtlinie 98/79/EG des Europélschen Requirements of Directive 98/79/EC on in vifro Diagnostic
Parlaments und des Rates tber | n-vitro-Diagnostika Medical Devices and accordance was shown by conformity
tberelnstimmen und die Anforderungen gemaR Annex Il assessment procedures of Annex JIi.
erfiillt werden.
Produ ktnamﬂdautsch); Product name (English):

,Eade Thrombin Reagenz Dade Thrombin Reagent I

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

B4233-25, -27

S

Ao

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

B4233-25, -27

IVD-Kategorie / VD Category:
Sonstige | Others

Hersteller f Manufacturer:

Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland): Address (international):
Siemens Healthcare Diagnostics Products GmbH Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76 Emil-von-Behring-Str, 76
35041 Marburg 35047 Marburg
Germany
Bestétigung / Authorization:
[ Director Qualily/Regulaiory
Unterschrift / Signature
Dr. J6rg Ambom

Name /Name
2008-09-03

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

Konformitétserklérung / Declaration of Conformity {DoC)

Seite / Page: 1 von/of 1 |




SIEMENS

Konformitétserklirung

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
Ubereinstimmen und die Anforderungen gemdlt Annex Iil
erfiillt werden.

We hereby declare that the in vitro diagnostic devices
dascribed 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 I,

Produktname (deutsch): Product name (English):
LDade Owren's Veronal-Puffer Dade Owren’s Veronal Buffer _I
Produkt-Nr, / Product No. (REF):
B4234-25 |
PackungsgréRe{n) / Package Size(s) (REF):
B4234-25 |
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-8tr. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmibH
Emil-von-Behring-Str, 76
35041 Marburg
Germany

Bestétigung ! Authorization:

Dirgctor Quality/Regulatory

7). A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

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

[Kanformitétserktérmgj Declaration of Conformity (DoC)

Seite / Page: 1 von/of 1]



SIEMENS

Konformitétserklérung

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 tiber In-vitro-Diagnostika
tbersinstimmen und dig Anforderungen geman Annex |1l
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 Annex il

Produktname (deutsch): Product name (English):
| INNOVANCE D-Dimer INNOVANCE D-Dimer |
Produkt-Nr. / Product No. {REF):
OPBP

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

OPBP 03, OPBP 07

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 Diagnosiics Products GmbH
Emil-von-Behring-Str, 76
35041 Marburg
Germany

Bast&tigung ! Authorization:

Director Quality/Regulatory

=

Unterschrift / Signature

Dr. Jorg Amborn

Name /Name

2008-09-03

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

“/fo ics
4]

IMBEX»

%nformitétserkiérung / Declaration of Conformity (DoC)

Seite / Page: 1 von / of 1]




SIEMENS

Konformitétserkldrung

Declaration of Conformity

C€

Wir arkldren 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
Ubereinstimmen und die Anforderungen gemaR Annex ||
erfiillt werden.

We hereby declare that the in viiro 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 b Yy conformity
assessment procedures of Annex NI,

Produktname (deutsch):

Product name (English):

LTesl—Thrombin—Reagenz

Test Thrombin Reagent

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

OWHM
PackungsgréBe(n) / Package Size(s) (REF):
OWHM 13
IVD-Kategorle / IVD Category:
[ Sonstige [ Others ]

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Praductls GmbH

Adresse (innerhalb Deutschland):

Address (international):

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

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

Bestétigung / Authorization:

Diractor Quality/Regulatory

V=S

Unterschrift / Signature

Dr. J&rg Amborn

Name /Name

2008-09-03

Datum [JJJJ-MM-TT]/ Date [Y YYY-MM-DDJ:

ILmlformitétserklérung ! Declaration of Conformity (DaC)

Seite / Page: 1 von/ of 1 |




SIEMENS

Konformitétserklirung

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 tiber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemal Annex Il
erflllt werden,

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

Produktname {deutsch): Product name (English):
Kontroll-Plasma N Control Plasma N ]
Produkt-Nr. ! Product No. (REF):
ORKE ]

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

ORKE 41 |
IVD-Kategorle / {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 Diagnoslics Prodicts GmbH
Emit-von-Behring-Str. 76
35041 Marburg
Germany

Bestétigung ! Authorization:

Director Quality/Regulatory

).

A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

Datum [JJJJ-MM-TT] / Date [Y YYY-MM-DDJ:

U*(onformitétserklérung { Declaration of Conformity (DoC)

Seite / Page: 1 von// of 1]




SIEMENS

Konformitétserklirung

Declaration of Conformity

€

Wir erkldren hiermit, dass die unten angegebenen In-vltro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinle 98/79/£G des Européaischen
Parlaments und des Rates {iber In-vitro-Diagnostika
{ibereinstimmen und die Anforderungen geméan Annex 11
erflillt werden.

We hereby declare that the in vifro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Madical Devices and accordance was shown by conformity
assessment procedures of Annex /1!,

Produktname (deutsch):

Product name (English):

li(ontm!lﬂasma P Control Plasma P —|
Produkt-Nr. / Product No. (REF):
ouPZ |
PackungsgréRe(n) / Package Size(s) (REF):
OUPZ 17 ]
VD-Kategorie / IVD Category:
[ Sonstige [ Others ]

Hersteller | Manufacturer:

Slemens Healthcare Diagnostics Products GmbH ]

Adresse (Innerhalb Deutschland):

Address (international):

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

Siemens Healthcare Diagnostics Producls GmbH
Emil-von-Behring-Str. 76
36041 Marburg
Germany

Bestétigung / Authorizatlon:

Director Quality/Regulatory

) A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

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

]ﬁnformitéitserklérung / Declaration of Conformity (DoG)

Seite / Page: 1 von|/ of 1]




SIEMENS

Konformitéitserk!éirung Declaration of Conformity

C€

Wir erkldren hlermit, dass die unien angegebenen In-vitro-
Diagnostika-Pradukle mit den Grundlaganden
Anforderungen der Richllinie 98/78/EG des Européiischen
Parlaments und des Rates Uber In-vitro-Diagnostika

{ibereinstimmen und die Anforderungen geman, Annex ||
erflillt werdon,

We hereby declare that the in vitro diagnostic devicus
described below conforms to all applicable Essentlal
Requirements of Directive 98/79/6C on in vitro Diagriostic

Medlical Devices and accordance was shown by conformity
assassment procedures of Annex [if,

Produktname (deutsch):

Product name (English):
[ Dade Ci-Trol 2 | Dade Ci-Trol 2 ]
Produkt-Nr. / Product No., (REF):
291071 - ]
Pﬂckungsgrﬁﬁamu Package Size(s) (REF): s
291071 ]
IVD-Kategorie / VD Category:
[Sonstige | Others

Hersteller | Manufacturer:

Siamens Healtheare Diagnostics Products GmbH ]

Adresse (Innerhalb Deutschland): Address {internationai):

Slemens Healthcare Diagnostics Producls GmbH Slemens Healthcare Diagnosiics Products G
Emil-von-Behring-8tr. 78 Emil-von-Befiring-Str. 76
35041 Marburg 36041 Marburg
Germany

Bestétigung | Authorization:
Director Quality/Regulatory T

) A

S Unlerschrift / Signature

Dr. Jbrg Amborn

) Name /Name

2008-09-03
Datum (WJJJ-MM-TT] / Dale [YYYY-MM-DDYJ:

«DIAMED

IMPHKY

Selte / Page: T von/ of 1|

Digitally signed by Marinescu Trajan Alin 3

Date: 2019.11.04 08:57:48 EET T
Reason: MoldSign Signature
Location: Moldova




SIEMENS

Konformitétserklirung

Declaration of Conformity

€

Wir erkléren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegendan
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates {iber In-vitro-Diagnostika
ibereinstimmen und die Anforderungen gemaft Annex Ili
erflllt werden.

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

Produktname (deutsch):

Product name (English):

MNOVANCE D-Dimer Controls

INNOVANCE D-Dimer Controls ]

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

oPDY |
Packungsgrée(n) / Package Size(s) (REF);
[ OPDY 03 ]
IVD-Kategorie / /VD Category:
| Sonstige | Others |
Hersteller / Manufacturer:
Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland):

Address (international):

Siemens Healthcare Dlagnostics Products GmbH
Emil-von-Behring-Str, 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emif-von-Behring-Str, 76
35041 Marburg
Germany

Besta‘ittgung I Authorization:
Director Quality/Regulatory

) A

Unterschrift { Signature

Dr. Jérg Amborn

Name /Name

2008-09-03
Datum [JJJJ-MM-TT]/ Date [Y YYY-MM-DDJ:

i «(DIAMEDIX E
A IMPEX» &

g R

monformitétserklérung ! Declaration of Conformity (DaC) Seite / Page: 1 von | of 1]




SIEMENS

Konformitétserkldrung

Declaration of Conformity

e

Wir erkléren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Europdischen
Parlaments und des Rates tiber In-vitro-Diagnostika

tibereinstimmen und die Anforderungen geman Annex 1|
erflillt werden.

We hereby declars 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 i,

Produktname (deutsch):

Product name (English):

] PT-Multi Calibrator

PT-Multi Calibrator ’

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

OPAT |
Packungsgréfe(n) / Package Size(s) (REF):
OPAT 03 |
IVD-Kategorie / IVD Category:
[ Sonstige | Others |

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschiand):

Address (international):

Slemens Healthcare Diagnoslics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg

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

Bestétigung / Autharization:

Director Quality/Reg ulatory

e

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

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

I_Konformitétserkiérum Declaration of Conformity (DoC)

Seite / Page: 1 von/ of 1|




SIEMENS

Konformitétserklarung

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 tber In-vitro-Diagnostika
lbereinstimmen und die Anforderungen geméaft Annex il
erflillt werden.

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

Produktname (deutsch):

Product name (English):

[ Standard-Human-Plasma

| Standard Human Plasma |

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

ORKL ]

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

ORKL 13, ORKL 17, ORKL 21 |

IVD-Kategorle / IVD Category:

[ Sonstige

| Others J

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 f Authorization:

Director Quality/Regulatory

.

Unterschrift / Signatura

Dr. Wilhelm Schuy

Name /Name

2009-08-05

Datum [JJJJ-MM-TT} ! Date [YYYY-MM-DDJ:

LLP-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
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gsm@x ?YSME% ii?PC‘)HAT‘DN

iail 1o hame-Kaigardon Shuo-ku Kobe 853-0073 Jaoan
Pnone . 81-78-26 GO
Facsimie : &i-78 52

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: SL;J-4U

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: Gei'many

Authorised officer: /; @ g

Iwﬁnc Matsui

Position: President

Date: (o7l TRA/UALY o0

Place: NEPIRILTENT. GEMtraks Y

This certificate was issued under sole responsibility of:

Authorised officer: P s |
Tokuhiro Okdda . wxn|
Position: _Vice President, Technology Control AL

Date; 7qum /6, o0 [/

Place: Japah
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