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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
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Location: MoldoWatthias Valkel




SIEMENS

Konformitatserklarung

Declaration of Conformity

C€

Wir erklaren hiermit, dass die unten angagebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Europaischen
Parlaments und des Rates {iber In-vitro-Diagnostika
iibereinstimmen und die Anforderungen geméaf Annex Il
erfullt 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):

I Kontroll-Plasma N

Contro/ Plasma N

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

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

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland):

Address (international);

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

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

Bestdtigung / Authorization:

Director Quality/Regulatory

r

_

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

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

| Konformitétserkl&rung / Declaration of Conformity (DaC)




SIEMENS

Konformitétserklédrung Declaration of Conformity

(ec

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 Europdischen | 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
uUbereinstimmen und die Anforderungen geman Annex lll | assessment procedures of Annex Jll.
erflillt werden.
Produktname (deutsch): Product name (English):
lﬁ:ntmll-PIasma P Control Plasma P |
Produkt-Nr. / Product No. (REF):
OUPZ |
PackungsgrdBe(n) / Package Size(s) (REF):
OUPZ 17 |
IVD-Kategorie / /VD 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

Bestétigung / Authorization:
Director Quality/Regulatory

A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

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

IKonformitétserk[érung / 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)
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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

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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SIEMENS

Konformitatserklarung

Declaration of Conformity

€

Wir erklédren 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
tibereinstimmen und die Anforderungen gemaR 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):

Uhmmbore! S

Thromborel S ]

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

OUHP

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

| OUHP 29, QUHP 49

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

72

A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2008-09-03

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

[ Konformitétserkigrung / Declaration of Conformity (DoC)
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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




EC Declaration of Conformihy <™

Application of Council Directive:
- 98/79/EC of 27 October 1998 on In Vitro Diagnostic Medical Devices

Means of conformity:
The following products are in conformity with
- Directive 98/79/EC based on the conformity assessment procedures in accordance with
Annex I11,

Product identification:

Product name: REACTION TUBE
Model name: SU-40
Classification: Other device (except Annex II 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

. . S L) 1 /]
Authorised officer: Jipmys Lowgane  Dater Ll 28

Hiroshi Yamjfe, Executive Vice President

Authorised representative:

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

////"“ ayl ot BT
Authorised officer: ~—— .4 Date: btdbct 2 L

Fernando Al}d-lséil, 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 Wakinchama-Kaigandori, Chuo-ku, Kobe 651-0073, Japan
Tel. +81-78-265-0500 Fax. +81-78-265-0524




’sysmex

Certify that

Igor Volosatov

Has successfully completed
Application Training on the

CA500
13th-16th July 2010

Presented by

SYSMEX UK LTD

- Irfan Patel
Product Specialist

5 qr

Signed

SYSMEX UK LTD
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