Konformitatserklarung

Declaration of Conformity

Y

Wir erkldren hiermil, dass die unten angegebener In-vitro-
Diagnostlka-Produkie mil den Grundlegenden
Anforderungen der Richitlinie 98/79/EG das Furoplischen
Parlaments und des Rates Uber invitro-Diagnostika
Ubereinstimmen und die Anforderungen gemaft Annex i
erfiilt werden,

We hereby declare thal the in vitro diagrostic device
described below conforms fo all applicable Essential
Requirernents of Directlve 98/79/EC on in vitro Diagr
Medicat Devices and accordance was shown by con
assessnent procedures of Annex fii,

3

ostic
ormity

Produktname {deutsch);

Product name (English):

| Dade Ci-Trol 2

| Dade Ci-Trol 2

Produki-Nr, | Product No, (REF);

281071 [

Packunpsgréfie{n) / Package Size(s) (REF)
291071 |
Wh-Kategorle / IVD Category: .
[ Sonstige | Others i

Hersteller [ Manufacturer:

Slamans Healthcare Diagnostics Products GmbH

Adresse (Innerhalb Deutschland);

Addrass (infernational).

Slemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-8tr. 76
35041 Marburg

Siemens Healtheare Diagnosiics Producls Gmb
Emil-von-Behring-8tr. 76
36041 Marburg
Germany

Bestétigung | Authorization:

Director Quality/Regulatory

/7 A ”’é*\w.

Unterschiill / Signature

Dr., Jérg Amborn

Name /Namep

2008-08-03

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

| Konformitétserkldrung / Declaration of Conformity (DoC)

Seite / Page: 1 von

lof 1

Digitally signed by Marinescu Traian Alin 4
Date: 2019.11.04 08:57:48 EET
Reason: MoldSign Signature
Location: Moldova

Digitally signéd by Marinescu Tratan Aliny
Date: 2020.01.29 11:13:32 EET
Reason: MoldSign Signature
Location: Moldova



Konformitétserkldrung

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 Uber In-vitro-Diagnostika
{ibereinstimmen und die Anforderungen geman Annex Il

erflllt werden.

We hereby declare that the in vitro diagnostic devices

described below conforms to all applicable Essential
Reguirements of Directive 98/75/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex ill.

Produktname (deutsch): Product name (English):
[ Thromborel S Thromborel S |
Produkt-Nr. / Product No. (REF):
QUHP I

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

OUHP 29, OUHP 49 ]

IVD-Kategorie | {VD Category:

| Sonstige

| Others |

Hersteller | Manufacturer:

{

Slemens Mealthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland);

Address (international):

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

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

Bestétigung [ Authorization:

Director Quality/Regulatory

).

ES

Unterschrift / Signature

Dr. J6érg Amborn

Name /Name

2008-08-03

Datum [JJJJ-MV-TT]/ Date [YYVV-MV-DD]:

| Konformitétserkidrung / Declaration of Conformity (DoC)

Seite / Page: 1 von/of 1]




Konformitatserklarung

Declaration of Conformity

Wir erkldren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkie mit den Grundlegenden
Anforderungen der Richtlinie 88/79/EG des Européischen
Parlaments und des Rates Uber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemah Annex Hl
erflllt werden,

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requiremnents of Directive 88/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment protedures of Annex Il

Produktname (deutsch):

Product name (English):

] Dade Actin FS Reagenz zur Bestimmung der APTT

Dade Actin FS Activated PTT Reagent I

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

B4218-20, -100 }

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

B4218-20, -100 j

iVD-Kategorie / IVD Category:

| Sonstige

[ Others |

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deulschland):

Address (international):

Siemans Healthcare Diagnostics Products Gmbk
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

2008-09-03

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

| Konformitétserkldrung / Declaration of Conformity (DoC)

Seite / Page: 1 von [ of 1]




Konformititserkldrung

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 (ber In-vitro-Diagnostika
Gbereinstimmen und die Anforderungen gemal Annex Il
erfllit 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
asssssment procedures of Annex Il

Produktname (deutsch):

Product name (English):

{ Calciumchlorid-L8sung

| Caleium Chloride Solution l

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

ORHO |
Packungsaréfe(n) / Package Size(s) (REF):
ORHO 37 |
IVD-Kategorle | IVD Category:
[ Sonstige [Cthers |

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH f

Adresse (innerhalb Deutschland):

Address (international):

Siemens Healthcare Diagrostics 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

s

¥
();
AN

Unterschrift / ‘ngnature

Dr, J6rg Amborn

Name /Name

2009-11-05

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

|LP-00101_VL DoC — Giiftig ab: 2009-06-08

Seite / Page: 1 von/of 1]

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



Konformitédtserkldrung

Declaration of Conformity

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/7%/EG des Européischen
Parlaments und des Rates Uber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemaft Annex |l
erfilt werden.

We hereby declare that the in vitro diagnostic devices
dascribed below conforms o 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):

I Dade Thrombin Reagenz

Dade Thrombin Reagent j

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

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

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH ]

Adresse (innerhalb Deutschland):

Address (infernational):

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

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

Bestétigung / Authorization:

Director Quality/Regulatory

)

- A=

Unterschrift / Signature

Dr. Jérg Ambom

Name /Name

2008-09-03

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

I Konformitdtserklérung / Declaration of Conformity (DoC)

Seite / Page: 1 von/of 1|




Konformitéatserkldrung

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
Gbereinstimmen und die Anforderungen geméfR 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 proceduras 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 ]
Packungsgréfe(n) / Package Size(s) (REF):
B4234-25 |
IVD-Kategorie / IVD Category:
| Sonstige | Others i

Hersteller / Manufacturer;

Siemens Healthcare Diagnostics Products GmbH f

Adresse {innerhalb Deuischland):

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

N

Unterschrifi / Signature

Dr. Jorg Amborn

Name /Name

2008-09-03

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

[ Konformitétserkldrung / Declaration of Conformity (DoC})




Konformitédtserklarung

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
tibereinstimmen und die Anforderungen gema Annex 1
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 conformily
assessment procedures of Annex Il

Produkiname {deutsch):

Product name (English).

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

Hersteller | Manufacturer:

l

Slemens Healthcare Diagnostics Products Gmbi [

Adresse (innerhalb Deutschiand);

Address (international):

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

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

Bestétigung | Authorization:

Director Quality/Regulatory

/7

- A

Unterschrift / Signature

Dr. Jérg Ambomn

Name /Name

2008-08-03

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

[ Konformitétserklérung / Declaration of Conformity (DoC)

Seite / Page: 1 von/ of 1]




SIEMENS

Konformitatserklarung

Siemens Healthcare Diagnostics
Products GmbH

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 Uber In-vitro-Diagnostika
ibereinstimmen und die Anforderungen gemélt Annex [
erfullt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/78/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex fil,

Produktname {deutsch):

Product name (English):

[ Standard-Human-Plasma

| Standard Human Plasma |

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

ORKL

PackungsgroBe(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 (intemational).

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

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

Bestitigung / Authorization;

Director Quality/Regulatory

e

Unterschrift / Signafure

Dr. Jorg Amborn

Name /Name

2011-04-05

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

LP-00101_VL_DoC ~ Gultig ab; 2011-01-25

Seite / Page: 1 von/of 1




Konformitatserkldrung

Declaration of Conformity

Wir erkléren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkie mit den Grundlegenden
Anforderungen der Richtiinie 98/79/EG des Européischen
Parlaments und des Rates {iber in-vitro-Diagnostika
dbereinstimmen und die Anforderungen gemafil Annex Il
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 Il

Produktname (deutsch):

Product name (English):

! Kontroll-Plasma N

Control Plasma N ]

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

ORKE }
Packungsgrofe(n) / Package Size(s) (REF):
| ORKE 41 |
IVD-Kategorle | IVD Category:
| Sonstige [ Others ]

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH ]

Adresse (innerhalb Deutschland):

Address (international):

Siemens Healthcare Diagnostics Products GmbHM
Ermil-von-Behring-8tr. 76
35041 Marburg

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

Bestdtigung [ Authorization:

Director Quality/Regulatory

- AL

Unterschrift / Signature

Dr. Jérg Amborn

Name /Nama

2008-09-03

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

| Kenformitétserklarung / Declaration of Conformity (DoC)

Seite / Page: 1 von / of 1 |




Konformitatserkldrung

Declaration of Conformity

Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates Uber In-vitro-Diagnostika
{bereinstimmen und die Anforderungen gemal Annex il

erfillt werden,

Wir erkldren hisrmit, dass die unten angegebenen {n-vitro-

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):

[ Kontroll-Plasma P

Control Plasma P }

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

[ OUPZ |
PackungsgroRe(n} / Package Size(s} (REF):
oupPZ 17 !
WD-Kategorie | IVD Category.
| Sonstige | Others |

Hersteller | Manufacturer:

I

Siemens Healthcare Diagnostics Products GmbH [

Adresse (innerhalb Deutschland):

Address (international):

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

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

Bestétiguny / Authorization:

Director Quality/Regulatory

A

Unterschrift / Signature

Dr. Jorg Ambom

Name /Name

2008-08-03

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

| Konformitétserkldrung / Declaration of Gonform ity (DoC)

Seite / Page: 1 von/ of 1]




SYSMEX CORPORATION

U

Sysmex

rAait 1o 1-8-1 Wakinchama-Haigandor,, Chuo-ku Kobe 831-0072 Janar
fhone . B1-78-265-03006
Facsimile | 81- 2524

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 TAWNVALY Lovr—
i
Place: VWTEUT (75‘?1(‘74*77

This certificate was issued under sole responsibility of:
A
Authorised officer: ——==""2" % 7

Tokuhiro E)kyz/f
Position: _Vice Presidert, Technology Control
Date: _~Arovemben 7, 200/
Place: Japan




SYSMEX CORPORATION

Susmex

ama-Kaigandort, Criue-ku Kebe 651-0072 Japan

O

Mail o D1-5-1 Waky,
Phoneg L B1-TEZED
Facsimiie | £3-7

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: / %ﬁ:_

VogreFinn MA o0
iwdne Matsui

Position: President

Date: 97H Thw/vuaRY 2007

Place: po2pERSTEPT, / C—rElhAA//‘f

This certificate was issued under sole responsibility of:

Authorised oﬁicer;rﬂé?@gé—/\

Tokuhiro Ol}!da
Position: _Vice President, Technology Control

Date:  “Hhevembren 7, DJJO/

Place: Japan




SYSMEX CORPORATION

itail 1o Inchame-Kaigandon Chud-ku Kobe 851-0073 Japan
Prone
Facsimie |

Susmex

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: /, @gj—-

Iwine Matsui

Position: President

Date: (oTl TAKNVALY 10U —

Place: NSPARRSTERT. GEMfrAll )
This certificate was issued under sole responsibility of:

Authorised oﬁicer:w@'@%ﬂﬁ:ﬁ)

Tokuhiro Ok#da
Position: Vice President, Technology Control

Date: ~Jewvemdrer 6, xo0 /

Place: Japan
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