SIEMENS

Konformitatserklarung

Declaration of Conformity

(G€

Wir erkl&ren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 88/79/EG des Europaischen
Parlaments und des Rates (ber In-vitro-Diagnostika
ibereinstimmen und die Anforderungen gemal Annex Il
erfiillt werden.

We hereby deciare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Reguirements 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):
‘ Thromborel S Thromborel S |
Produkt-Nr. / Product No. (REF):

OUHP |

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

OUHP 29, QUHP 49 |

1VD-Kategorie / /VD 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

Bestatigung / Authorization:

Director Quality/Regulatory

9.

A

Unterschrift / Signature

Dr. Jérg Ambom

Name /Name

2008-08-03

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

| Konformitétserkldrigngl iy DectaratidhmicSuorkonmmia}i(Dy

Seite / Page: 1 von/of 1]
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SIEMENS

Konformitatserklarung

Declaration of Conformity

@

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 88/79/EG des Européischen
Parlaments und des Rates {iber In-vitro-Diagnostika
Gbereinstimmen und die Anforderungen gemal Annex i
erfiillt werden.

We hereby declare that the in vitro diagnostic devices
described befow conforms to all applicable Essential
Reguirements 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):

l 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 [/ 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

.

AC

Unterschrift / Signature

Dr. Jérg Ambom

Name /Name

2008-09-03

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

| Konformit&tserklarung / Declaration of Conformity (DoC)

Seite / Page: 1 von /of 1]




SIEMENS

Konformitatserkldrung

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 88/79/EG des Europaischen
Parlaments und des Rates Gber In-vitro-Diagnostika
Gibereinstimmen und die Anforderungen gemalR Annex Ili
erflillt werden.

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

Produktname (deutsch):

Product name (English):

[ Calciumchlorid-Lasung

| Calcium Chioride Salution

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

| ORHO
Packungsgrée(n) / Package Size(s) (REF):
ORHO 37
IVD-Kategorie / IVD Category:
[ Sonstige | Others |

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GrmbH

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

d

AN

Unterschrift / 'ngnature

Dr. Jorg Ambom

Name /Name

2009-11-05

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 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 gemaR Annex Il
erfillt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all appficable Essential
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):

\ Dade Thrombin Reagenz

Dade Thrombin Reagent |

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

| B4233-25, -27 |
PackungsgroBe(n) / Package Size(s) (REF):

| B4233-25, -27 |
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
Ermil-von-Behring-Str. 76
35041 Marburg
Germany

Bestétigung / Authorization:
Director Quality/Regulatory

7. A=

Unterschrift / Signature

Dr. Jérg Ambom

Name /Name

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

.f{l.f’

S
f
i

(=}
I'Oc.“
/:r}.;‘g}\/

N £y
'

| Konformitétserkidrung / Declaration of Conformity (DoC)

Seite / Page: 1 von / of 1]




SIEMENS

Konformitatserklarung

Declaration of Conformity

Ge

Wir erkldren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Europaischen
Pariaments und des Rates tiber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemal Annex Il
erflllt werden.

We hereby deciare 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):

‘ Dade Owren's Veronal-Puffer

Dade Owren's Veronal Buffer

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

| B4234-25
PackungsgréRe{n) / Package Size(s) (REF):
B4234-25
IVD-Kategorie / IVD Categorny:
[ Sonstige | Others

Hersteller / Manufacturer:

Siemens Healthcare Diagnostics Products Gmbk

Adresse (innerhalb Deutschland):

Address (international):

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

Siemens Healthcare Diagnostics Products GmbH
Emii-von-Behring-Str. 76
350417 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-DDJ:

| Konformitétserklrung / Declaration of Conformity (DoC)

Seite / Page: 1 von/of 1|




SIEMENS

Konformitatserklarung

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 Uber In-vitro-Diagnostika
ibereinstimmen 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 Annex Hi.

Produktname (deutsch):

Product name (Engfish):

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

Hersteller | Manufacturer:

| Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschiand):

Address (infernational):

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/Regqulatory

.

A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

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

| Konformitétserklarung / Declaration of Conformity (DoC)

Seite / Page: 1 von/of 1]




SIEMENS

Konformitatserklarung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

C€

Wir erklgren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européaischen
Parlaments und des Rates Uber In-vitro-Diagnostika
bereinstimmen und die Anforderungen gemaR Annex [Il
erfiillt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Regquirements of Directive 98/78/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 |

Packungsgréfie(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 (international);

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

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

Germany

Bestatigung / Authorization:

Director Quality/Regulatory

.

Unterschrift / Signature

Dr. Wilhelm Schuy

Name /Name

2008-08-05

Datum [JJJI-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 88/79/EG des Europaischen
Parlaments und des Rates Uber In-vitro-Diagnostika
{ibereinstimmen und die Anforderungen gemaf Annex Il
erflillt werden.

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

Produktname (deutsch):

Product name (English):

| Kontroll-Plasma N

Control Plasma N

il

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

ORKE |
Packungsgréfe(n) / Package Size(s) (REF):
1 ORKE 41 |
IVD-Kategorie / IVD Category:
[ Sonstige [ Others 1

Hersteller | Manufacturer:

| Siemens 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:

Director Quality/Regulatory

.

A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

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

| Konformitétserkl&rung / 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 898/79/EG des Européischen
Parlaments und des Rates Uber In-vitro-Diagnostika
Gbereinstimmen und die Anforderungen geméalk Annex lll
erfullt werden.

We hereby declare that the in vitro diagnostic devices
described befow 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):

I Kontroll-Plasma P

Control Plasma P |

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

OUPZ ]
Packungsgrofe(n) / Package Size(s} (REF):
QUPZ 17 |
IVD-Kategorie / IVD Category:
[ Sonstige | Others |

Hersteller | Manufacturer:

I

Siemens Healthcare Diagnostics Products GmbH i

Adresse (innerhalb Deutschland):

Address (international):

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

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Sir. 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-DD]:

| Konformitatserkldrung / Declaration of Conformity (DoC)

Seite / Page: 1 von / of 1]




SIEMENS

Konformitétserkldrung Declaration of Conformity

=1
i
1
|

Wir erkldren hlermil, dass die unten angegebenen In-vitro- | Wea hereby declare that the in vitre diagnostic devicys

Diagnoslika-Produkie mit den Grundlegenden described below conforms to all applicable Esseonilali

Anforderungen der Richllinie 98/79/EG dos Europdiischen | Requirements of Dirsctive 98/79/EC on in vitro Diagrlo‘sric

Parlaments und des Rates Gber In-vitro-Diagnostika Medical Devicas and accordence was shown by conformity
{

libereinstinimen und die Anforderungen gemaR Annex Il | assessment procedures of Annex IJf.
erfilllt wardan,

Produktname (deutsch):

Product name (Engiish): &
(Dade CiTrol 2 [ Dade CirTrol 2. ; ]
Produkt-Nr. | Product No. (REF): i
291071 L ]
Packungsgréfe(n) / Package Size(s) (REF):
291071 | |
IVD-Kategorie / 1VD Category:
[Sonslige [ Others : |
Hersteller | Manufacturer:
Slarnans Healthcare Diagnostics Producls Gmbl4 | _]

Adresse (Innerhalb Deulschland): Address {international):

Biemens Healthcare Diagnostics Producls GmbH Stemens Healthcare Diagnosiics Products GmbH
Emil-von-Behring-Str. 76 Emil-von-Behring-Str, 76 i
35041 Marburg 35041 Marburg i
Germany | N
]

Bestitigung / Authorization;
Director Quelity/Requlatory

) A

L Unlerschrift / Signature

Dr. J6rg Amborn
Name /Name

2008-09-03
Datum WJIJ-MM-TT]/ Date [YYYY-MM-DDJ:

mOnformnélserk-!éirunq / Declaration of Conformity (DeG)
Ea
A Tl oy

Selle / Page: 1 van i/__c?,{_j ]

f

Digitally signed by Marinescu Traian Alin g
Date: 2019.11.04 08:57:48 EET
Reason: MoldSign Signature
Location: Moldova
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Sggm@){ SYSMEX COREGRATION

i Bt
Phone [ 83T
Facsmile " Gt

‘aHinenAme-Halgancon. Shuc -k Keoe £51-0372 Janan

50300
TE-263-N522

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:

Manufacturer;

Name:

CACLEANII

SYSMEX CORPORATION

Address: _1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073

Country:

Japan

Authorised representative:

Name:
Address:
Country:

Authorised officer:

Position:
Date:
Place:

SYSMEX EUROPE GMBH

Bornbarch 1, 22848 Norderstedt

Germany

) A=

i :
Iwane Matsui

President

97 TANVARLY 1o~

1 )

MELIELSTEOT czé:;tmxjy

This certificate was issued under sole responsibility of:
H\d -

Authorised officer: jﬁ:

Position:
Date:
Place:

Tokuhiro Okyff
Vice Presidert, Technology Control

Japan




Sgsm@))f\( SYSMEX CORPORATION

mail te - 1-5-1 Wakionama-Karganderi, Chue-ku. Kebe 651-0072 Japan
Plhione . 87-78-265-0520
Fzgsimile | 87-76-255-0524

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: g, o —

L

LN

e - R 2
1wdllc lWJ.dLbLll

Position: President

Date: 9 7 TANUVARY 10D~

Place: welpeRSTEST, f GrEMAA//‘f

This certificate was issued under sole responsibility of;

Authorised oﬁicer;'ﬂ&—;@ﬁ

Tokuhiro Ol}:fda
Position: _Vice President, Technology Control

Date: _ “hovember 7, 20¢/

Place: Japan




Susmex

Meil 1o MR
Pnone i
Fagsimile [ 84-

SYSiMZ} CORPORATION

nchama-Kaigandorn Snuc-ku Kobe €51-0073.Jaszan
0300
0322

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:
Modgsel:

Manufacturer:

Name:
Address:
Country:

REACTION TUBE

SU-40

SYSMEX CORPORATION

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

Japan

Authorised representative:

Name:
Address:
Country:

Authorised officer:

Position:
Date:
Place:

This certificate was issued under sole responsibility of:

Authorised oﬁicer:-:——%b

Position:
Date:
Place:

SYSMEX EUROPE GMBH

Bornbarch 1, 22848 Norderstedt

Germany

=

Iwane Matsui

President

(5TH Tht/ ALY 2o°L—

N D?LI) ﬁ?—rﬁ =P T, G%M/y

Tokuhiro Ok#da

Vice President, Technology Control

Nevember 6, >00 [/

Japan
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