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Sysmex Europe GmbH - Bornbarch 1 22848 Norderstedt - Germany Sysmex Europe GmbH
Bornbarch 1
To whom it may concern Z3BAR Norducatedt: Glrmiiiy

Phone +49 40 52726-0
Fax +49 40 52726-100

info@sysmex-europe.com

LETTER OF AUTHORISATION

Whereas Sysmex Europe GmbH ("Sysmex"), who are established, reputable and authorised
representative in Europe, Africa and Middle East (EMEA region), officially announced by Sysmex
Corporation, Japan

as manufacturer for Sysmex Coagulation Analyser with Reagents, Accessories, Software and
spare parts and as authorised distributor for Siemens Coagulation Reagents in the territory of
Moldova (together the "Products")

do hereby declare that the company

ECHIPAMED Plus SRL
Valea Trandafirilor 24 «B», off. 80
MD-2001 Chisinau, Moldova (the "Company")

is the non-exclusive distributor of the "Products"” in the territory of Moldova.

This declaration is valid until 31.03.2020 and may be revoked unilaterally by Sysmex in writing
before that date for due cause. Such due cause shall, among others, be the termination or
expiration of the distributorship relationship, if any, between Sysmex and the Company.

rope GmbH Date: March 139, 2019

On behalf of Sy
i Place: 22848 Norderstedt
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Senior Executive Officer Sysmex Europe GmbH

Company Lacation Norderstedt Managing Directors MUFG Bank (Europe) N.V Hamburg
Registered AG Kiel Alain Bavere!
HRB 4179 Seido Biwa Account
VAT-1D DE 118 687 842 Alberto Bonacini IBAN D
WEEE/ElektroG Reg Bidifally Sighled by ltirchievici ValeritWIFT/g
Date: 2020.02.2X 4475937 EET e
Reason: MoldSigh Sigtiaaiterer
Location: MoldoWatthias Valkel
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Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

SYSMEX EUROPE GmbH
Bornbarch 1
22848 Norderstedt
Deutschland

has establisned and applies a quality management system for medical devices
for the following scope:

see attachment

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2019-05-17
Certificate Registration No.: SX 60137613 0001
An audit was performed. Report No.: 21245244 005

This Certificate is valid until: 2022-05-16

Certification Body

PN

( DAKKS

S o Deutsche
e Akkreditierungsstelle

D-ZM-14169-01-02

Date 2019-04-29

TOV Rheinland LGA Pr

Tel: +49 221 B06-1371 Fax: +49 221

TO0ZON D408 @ TIW. TUEY st TIIV cam reqealevedt irademi ULKSRION 4nc SEpheabon 18I T, Brior apev



registered trademarks Utilisation and application requires prior approvat

TUV. TUEV and TUV are

®

10201 4 0B £ A4

Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

ISO 9001:2015
01 100 110072

W%

svsmex

SYSMEX EUROPE GmbH
Bornbarch 1

22848 Norderstedt
Germany

including the locations according to annex

Sales and service of devices, reagents and accessories

for in-vitro diagnostics in the area of haematology, urine analytics,
coagulation and detection of an epithelial cell marker for the
diagnosis of metastases in lymph nodes, as well as of products

in the area of laboratory automation and laboratory EDP systems.
Design, development and manufacturing of software

for in-vitro diagnostic use. Distribution of magnetic sensing
devices, probes, associated equipment and sterile magnetic
markers. Distribution and servicing of scalp-cooling devices

with accessories.

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

The certificate is valid from 2018-09-06 until 2020—07—24
First certifi catlon 2011

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdin

. 2018-09-13 /&(%/)

) (( DAKKs A TOVRheinland®

Deutsche
Akkreditierungsstelle

0-ZM-16031-01-00 Precisely Right.



SIEMENS

Konformitatserklarung Declaration of Conformity

Ce

Wir erkléren hiermit, dass die unten angegebenen In-vitro- | We hereby declare that the in vitro diagnostic devices
Diagnostika-Produkte mit den Grundlegenden described below conforms to all applicable Essential
Anforderungen der Richtlinie 98/79/EG des Européischen | Requirements of Directive 98/79/EC on in vitro Diagnostic
Parlaments und des Rates iiber In-vitro-Diagnostika Medical Devices and accordance was shown by conformity
tbereinstimmen und die Anforderungen gemaR Annex lll | assessment procedures of Annex I,
erfiillt werden.
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 \

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

Bestédtigung / Authorization:
Director Quality/Regulatory

9. AL

Unterschrift / Signature

Dr. Jérg Amborn
Name /Name

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

| Konformitétserklérung / Declaration of Conformity (DoC)




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 Uber In-vitro-Diagnostika
tibereinstimmen und die Anforderungen gemafl 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 confarmity
assessment procedures of Annex i,

Produktname (deutsch):

Product name (English):

| Calciumchlorid-Lésung [ Calcium Chioride Solution ]
Produkt-Nr. | Product No. (REF):
ORHO ]
Packungsgrdfe(n) / Package Size(s) (REF):
ORHO 37 |
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

S

Unterschrift / Signature

Dr. Jérg Ambomn

Name /Name

2009-11-05

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

[LP-00101 VL _DoC - Giiltig ab: 2003-06-08

N
Seite / Page:

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



SIEMENS

Konformitatserklarung

Declaration of Conformity

g€

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 Uber In-vitro-Diagnostika
{ibereinstimmen und die Anforderungen geman Annex Il
erfiilit 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 Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex Il

Produktname (deutsch):

Product name (English):

[ Dade Ci-Trol 1

| Dade Ci-Trol 1

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

| 291070
Packungsgrofie(n) / Package Size(s) (REF);
291070 j
IVD-Kategorie / IVD Category:
[ Sonstige | Others

Hersteller | Manufacturer:

| Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland):

Address (international):

Slemens 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 Ambom

Name /Name

2008-09-03

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

[ Konformitétserkl&rung / Declaration of Conformity (DoC) /Sé-it(z//nge: 1 V0

4




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 Européischen
Parlaments und des Rates (iber In-vitro-Diagnostika
Gbereinstimmen und die Anforderungen gemill 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):

[ Dade Ci-Trol 2

| Dade Ci-Trol 2

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

291071
Packungsgrofe(n) / Package Size(s) (REF):
291071
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 Gmbi
Emil-von-Behring-Str. 76
35041 Marburg
Germany

Bestatigung / Authorization:

Director Quality/Regulatory

5

A

Unterschrift / Signature

Dr. J6rg Amborn

Name /Name

2008-09-03

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

[ Konformitétserkl&rung / Declaration of Conformity (DoC)




SIEMENS

Konformitatserklarung

Declaration of Conformity

CE

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
libereinstimmen und die Anforderungen geméaly Annex Ill
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 Diagriostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex ill.

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-Sir, 76
35041 Marburg
Germany

Bestétigung / Authorization:

Director Quality/Regulatory

7,

A

Unterschrift / Signature

Dr. Jorg Amborn

Name /Name

2008-09-03

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

| Konformitétserklérung / Declaration of Conformity (DoC)




SIEMENS

Konformitatserkléarung

Declaration of Conformity

C

3

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 uber In-vitro-Diagnostika
{ibereinstimmen 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 Ill.

Produktname (deutsch):

Product name (English):

l Dade Owren's Veronal-Puffer

IDade Owren's Veronal Buffer

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

B4234-25
Packungsgrofe(n) / Package Size(s) (REF):
[ B4234-25
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

Bestatigung / Authorization:

Director Quality/Regulatory

.

N

Unterschrift / Signature

Dr. Jérg Ambomn

Name /Name

2008-09-03

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

[ Konformitétserklarung / Declaration of Conformity (DoC)




SIEMENS

Konformitétserklarung

Declaration of Conformity

£ 6

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 geméal Annex Il
erfiillt 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 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 |
PackungsgrdBe(n) / Package Size(s) (REF):
OPAT 03 ]
IVD-Kategorie / /VD Category:
[ Sonstige [ Others |

Hersteller /| Manufacturer:

| Siemens Healthcare Diagnostics Products GmbH I

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-Sir. 76
35041 Marburg
Germany

Bestatigung / Authorization:

Director Quality/Regulatory

7). A

Unterschrift / Signalure

Dr. Jérg Amborn

Name /Name

2008-09-03

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

[ Konformitétserklérung / Declaration of Conformity (DoC)

[/ _Shle T Page: Netiiw
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SIEMENS

Konformitatserklarung

Siemens Healthcare Diagnostics
Products GmbH

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 liber In-vitro-Diagnostika
tbereinstimmen und die Anforderungen geméaf Annex [lI
erflilit werden.

Woe hereby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagr.ostic
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 ]

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 (international);

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

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

Bestatigung / Authorization:

Director Quality/Regulatory

.

Unterschrift / Signature

Dr. Wilhelm Schuy

Name /Name

2009-08-05

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

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

Vertrauliche Informationen von Siemens Healthcare Diagnosticé%’
Proprietary Information of Siemens Healthcare Diagnostics




SIEMENS

Konformitétserklarung

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 (iber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemafl Annex ||
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 confarmity
assessment procedures of Annex Il

Produktname (deutsch):

Product name (English):

I Test-Thrombin-Reagenz

Test Thrombin Reagent

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

OWHM |
PackungsgréBe(n) / Package Size(s) (REF):
OWHM 13
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 / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

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

[Konformitétserklérﬂg! Declaration of Conformity (DoC)




SIEMENS

Konformitatserkldrung

Declaration of Conformity

C€

Wir erkldren hiermit, dass die unten angagebenen 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 gemai Annex ||
erflillt 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 Diagrostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex |ll.

Produktname (deutsch):

Product name (English):

| Dade Thrombin Reagenz

Dade Thrombin Reagent

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

[ B4233-25, -27
PackungsgréBe(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 (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. Jérg Amborn

Name /Name

2008-09-03

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

| Konformitatserklérung / Declaration of Conformity (DoC)
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“sysmex

LC Declaration of Conformity

Application of Directives:
- 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 conformity assessment procedures in accordance with
Annex III of the Directive.

Product identification:
Product name: CA CLEAN 1

Classification: Other device (except Annex 11 and self-testing devices)

List of Applied Standards:

- Harmonised Standards used for conformity assessment are listed in the technical
documentation.

Legal Manufacturer:

Name: SYSMEX CORPORATION

Address: 1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
) 7

Authorised officer: ]zé*ﬁﬂéx Foimyire . Dater /3 xﬁz{fm{,i;?é;é@;\

Hiroshi Yan{ahe, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBH

Address: Bo ritbarch 1&2)_&148  Norderstedt, Germany o
TP AR <. . -

Authorised officer: A Date: fulcH 2 ¢ol¥

Fernando {‘_\;Jti’i‘ctl, Chief Operations Officer

This declaration of conformity is issued under the sole responsibility of the manufacturer and is valid until
25.05.2022 or until a revised declaration is [ssued due to product modifications.

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




sysmex
EC Declaration of Conformity

Application of Directives:
- 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 conformity assessment procedures in accordance with
Annex III of the Directive.

Product identification:
Product name: CA CLEAN 11

Classification: Other device (except Annex 11 and self-testing devices)

List of Applied Standards:

- Harmonised Standards used for conformity assessment are listed in the technical
documentation.

Legal Manufacturer:
Name: SYSMEX CORPORATION

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

- f},/’é
Authorised officer: /}/K}Zﬁ tomaice . Date: /3 /ﬂ/ﬁ[(/, 2oy

Hiroshi Yamgne€, Executive Vice President

Authorised representative:

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

_ Date: thcnt 2\ 21{

Authorised officer: Qm /A n
Fernarido /\:_ul?ircu, Chief Operations Officer

This declaration of conformity is issued under the sole responsibility of the manufacturer and is valid until
25.05.2022 or until a revised declaration is Issued due to product modifications.

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