SIEMENS

Konformitatserklarung

Declaration of Conformity

e

Wir erklZren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Europaischen
Parlaments und des Rates Uber In-vitro-Diagnostika
ibereinstimmen und die Anforderungen gemafl Annex lfl
erflllt werden.

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

Produktname (deutsch):

Product name {English):

I Thromborel S

Thromborel S

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

QUHP

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

| OUHP 29, OUHP 49

IVD-Kategorie / IVD Category:

[ Sonstige

| Others

Hersteller /| Manufacturer:

[ Siemens Healtheare Diagnostics Products GmbH

Adresse (innerhalb Deutschland):

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

Bestdtigung f Authorization:

Director Quality/Regulatory

7 AL

Unterschrift / Signature

Dr. Jorg Ambom

Name /Name

2008-09-03

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

Digitally signed by Marinescu Traian alin g

Date: 2022.12.02 13:58:26 EET
Reason: MoldSign Signature
Location: Moldova

| Konformitatserklarung / Declaration of Conformity (DoC)

Seite / Page: 1 von/of 1]




SIEMERNS

Konformitétserkldrung

Declaration of Conformity

Wir erkidren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Europaischen
Parlaments und des Rates tber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gem&R Annex |
erflillt 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 IIf.

Produktname {deutsch):

Product name (English):

Dade Thrombin Reagenz

Dade Thrombin Reagent ]

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

B4233-25, -27 }
Packungsgrole(n) / Package Size(s) (REF):
B4233-25, -27 B
IVD-Kategorie / [VD Category:
Sonstige [ Others ]
Hersteller / Manufacturer:
Siemens Healthcare Diagnostics Products GmbH T

Adresse (innerhalb Deutschland):

Address (inlernational):

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

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35047 Marburg
Germany

Bestétigung / Authorization:

Director Quality/Regulatory

O

- A=

Unterschrift / Signature

Dr. Jorg Ambom

Name /Name

2008-09-03

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

[ Konformitétserkidrung / Declaration of Conformity (DoC)




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 tber 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 Essential
Reguirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex lIi.

Produktname (deutsch):

Product name (English):

Dade Owren's Veronal-Puffer

Dade Owren's Veronal Buffer

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

B4234-25
PackungsgroRe(n) / Package Size(s) (REF):
| B4234-25
IVD-Kategorie / IVD Category:
[ Sonstige [ Others
Hersteller / Manufacturer:
r 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

Bestéatigung | Authorization:

Director Quality/Regulatory

) A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-08-03

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

[ Konformitétserkldrung / Declaration of Conformity (DoC)




SIEMENS

Konformitatserklarung

Declaration of Conformity

(@€

Wir erkliren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 88/79/EG des Européischen
Parlaments und des Rates Gber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen geméaflR Annex Il
erfilllt 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 Actin FS Reagenz zur Bestimmung der APTT

Dade Actin FS Activated PTT Reagent

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

| B4218-20, -100

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

| B4218-20, -100

IVD-Kategorie / IVD Category:

| Senstige

| 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

AL

Unterschrift / Signature

Dr. Jorg Ambom

Name /Name

2008-08-03

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

| Konformitétserkl&rung / Declaration of Conformity (DoC)

Seite / Page: 1 von / of 1]




SIEMENS

Konformitatserklarung

Siemens Healthcare Diagnostics
Products GmbH

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 Gber In-vitro-Diagnostika
tibereinstimmen und die Anforderungen gemal Annex Il
erfilllt 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 Hl.

Produktname (deutsch):

Product name (English):

[ Calciumchlorid-Lésung

| Calcium Chioride Solution |

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

I

ORHO |
PackungsgréRe(n) / Package Size(s) (REF):
ORHO 37 |
IVD-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
Emii-von-Behring-Str. 76
35041 Marburg
Germany

Bestdtigung / Authorization:

Director Quality/Regulatory

AN

d

Unterschrift / .Signaiure

Dr. Jorg Ambem

Name /Name

2009-11-05

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

[LP-00101_VL_DoC — Giiltig 2b: 2009-06-08

Seite / Page: 1 von /of 1|

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



W

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: / /A:%;::——

Iwdhe Maisuj

Position: President
Date: _97H JhwvaRY ro072 .
Place: Jgo-‘l-DEIKS—rEpT /&EMAA//‘/

This certificate was issued under sole responsibility of:
_;-:{g%g&
Tokuhiro oyda

Position: _Vice President, Technology Control

Date: __"hepember 7, 200/

Place: Japan

Authorised officer:

REPUR

» 5
"\ 8 o,
ey P

----




Sggm@y\( SYSMEX CORPORATION

14ail to © 1-5-5 Wakinonama-Haigandor:, Chug-ku Kone €31-0072 Japan
Phone . Bi-78-265-0500
Facsimile [ B3-7B-265-0522

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: / aﬁ;

’ -
Iwane Matsui

Position: President
Date:  97H TANVARLY 1ot~

Place: MeLymlsTeNT. 6-@'_?'4‘74«‘7"/

This certificate was issued under sole resporlsibility of:
A5 "
Authorised officer: .—»’9—;22%7—1::

Tokuhiro bk‘%
Position: Vice Presiderit, Technology Control
Date: “Jrovembenr 7. 20D/
Place: Japan




SIEMENS

Konformitatserkidrung

Declaration of Conformity

Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richllinie 98/79/EG des Europaischen
Parlaments und des Rates {iber In-vitro-Diagnostika

Ubereinstimmen und die Anforderungen gemiR Annex il
erfiillt werden.

Wir erklaren hiermit, dass die unten angegebenen In-vifro-

We hereby daclare 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 1.

Produktname (deutsch):

Product name (English):

I Kontroll-Plasma N

Control Piasma N [

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

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

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschiand):

Address (internalional):

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

Bestdtigung / Authorization:

Director Quality/Regulatory

’

A

Unterschrift / Signature

Dr. Jérg Amborn

Name [Name

2008-09-03

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

[ Konformitétserki&rung / Declaration of Conformity (DoG)

Seite / Page: 1 von /of 1]




SIEMENS

Konformitdtserkldrung Declaration of Conformity

Wir erkldren hiermit, dass die unten angegebenen In-vitro- | We hereby declare that the in viiro diagnostic devices
Diagnostika-Produkte mit den Grundlegenden described balow conforms to all applicable Essential
Anforderungen der Richtlinle 98/79/EG des Europgischen | Requirements of Direclive 98/79/EC on in vitro Diagnostic
Parlaments und des Rates fiber In-vitro-Diagnostika Madical Devices end accordance was shown by conformity
{bereinstimmen und die Anforderungen gemé&R Annex Il | assessment procedures of Annex M. B

erfiillt werden.

Produktname {(deutsch): Product name (English):
LKontrolE-F’Iasma P Conirol Plasma P 1
Produkt-Nr. / Product No. (REF):
ouPZ |
Packungsgréfe(n) / Package Size(s) (REF):
CUPZ 17 ]
IVD-Kategorie / VD Category:
[ Sonstige [ Others ]

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH 1

Adresse (innerhalb Deutschland): Address (international):
Siemens Healthcare Diagnostics Products GmbH Siemens Heaithcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76 Emil-von-Befring-Str. 76
35041 Marburg 35041 Marburg
Germany

Bestdtigung / Authorization:
Director Quality/Regulatory

AN

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name —

2008-08-03
Datum [JJJJ-MM-TT]/ Date [YYYY-MM-DD]:

| Konformitétserklérung / Declaration of Conformity (DoC) Seite / Page: 1 von/of 1]




EMENS

Konformitatserklarung

Declaration of Conformity

e

Wir erkl&ren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Pariaments und des Rates iiber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemani Annex 111
erfullt werden.

We hereby deciare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 88/79/EC on in viiro Diagnostic
Medical Devices and accordance was shown by conformily
assessment procedures of Annex IIl.

Produktname {deutsch):

Product name (English):

| PT-Multi Calibrator

PT-Multi Calibrator |

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

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

Hersteller | Manufacturer:

I Siemens Healthcare Diagnostics Products GmbH J

Adresse (innerhalb Deutschiand):

Address (international):

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

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

Bestatigung / Authorization:

Director Quality/Regulatory

K?

- A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

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

I Konformitétserkiérung / Declaration of Conformity (DoC)

Seite / Page: 1 von / of 1]




SIEMENS

Konformitatserklarung

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 Europaischen
Parlaments und des Rates Uber In-vitro-Diagnostika
iibereinstimmen und die Anforderungen gemaR Annex il
erfilit werden.

We hereby declare that the in vitro diagnestic devices
described below conforms to alf 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

TOthers |

Hersteller / 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-Str. 76
35041 Marburg
Germany

Bestitigung { Authorization:

Director Quality/Regulatory

.

Unterschrift / Signature

Dr. Joérg Amborn

Name /Name

2011-04-05

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

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

Seite / Page: 1 von/ of 1




SIEMENS

Konformitatserkldrung Declaration of Conformity

Wir eridéren hiermit, dass die unten angegebenen In-vitro- | Wa hereby declare that the in vitro diagnostic davicsé
Diagnostika-Produkie mit den Grundlegenden described below conforms to all applicable Essential.
Anforderungen der Richtlinia 98/79/EG des Européischen | Requirements of Directive 98/79/C on in vitro D:agnoshc

Parlaments und des Rates (ber In-vitro-Diagnostika Medical Devices and accordance was shown by confcrmx!y

Ubereinstimmen und die Anforderungen gemaR Annex Il | assessment procedures of Annex i,
erfilillt werden,

Produktname (deutsch): Product name (English):

[ Dade Ci-Trol 2 [ Dade Ci-Trol 2 1 ]
Produkt-Nr. / Product No. (REF): 1
291071 ? ]
Packungsgréfie(n) / Package Size(s) (REF): ;
291071 T ]
WD-Kategorie / 1VD Caregory: 3 _——
[ Sonstige | Others | |

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH : }

Adresse (Innerhalb Deutschland):
Siemens Healthcare Diagnostics Products GmbH Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76 Emil-von-Behring-Str. 76
35041 Marburg 36047 Marburg
Germany

Address (international):

Bestétigung / Authorization:
Director Quality/Regulatory

AL

Unlerschrifi / Signaiure

Dr. Jbrg Amborn

Name /Name

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

LKonfurmltalserklarung / Declaratzon of Conformity (DoC)

Seite ] Page: 1 von/ of 1|

Digitally signed by Marinescu Traian Alin
Date: 2019.11.04 08:57:48 EET
Reason: MoldSign Signature
Location: Moldova
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