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Location: Moldova

Sysmex Europe GmbH - Bornbarch 1 22848 MNorderstedt - Germany Sysmex Europe GmbH
T . Bornbarch 1
o whom it may concern 22848 Norderstedt, Germany

Phone +49 40 527 26-0
Fax +49 40 527 26-100
info@sysmex-europe.com

LETTER OF AUTHORIZATION

Whereas Sysmex Europe GmbH (“Sysmex”), who are established, reputable and authorised
representative in Europe, Africa and Middle East (EMEA region), officially announced by the
manufacturer Sysmex Corporation, having its principal place of business at 1-5-1 Wakinohama-
Kaigandoori, Chuo-ku, Kobe 651 -0073, Japan, and having the power to grant authorizations to local
representatives within the above mentioned markets,

do hereby declare that the company :
ECHIPAMED Plus SRL

Valea Trandafirilor 24 “B”, off. 80
MD-2001 Chisinau, Moldova (the “COMPANY")

is our distributor and local representative for the following Sysmex products:
Sysmex Haematology- and Urine- Analysers
with Reagents, Accessories, Software and Spare Parts
4 (the “Products”)
In the territory of Moldova (the “TERRITORY")
The COMPANY is therefore authorized to carry out all commercial and support activities for the
PRODUCTS including sales, marketing, application, registration and field service support in the

TERRITORY.

The COMPANY is aware that this special authorisation is limited to the above listed PRODUCTS
and does not create any further rights for the COMPANY.

Company Location Norderstedt Managing Directors COMMERZBANK AG, Hamburg
Registered AG Kiel Alain Baverel IBAN DE 20 2004 0000 0287 1879 00
HRE 4179 ’ Seido Biwa SWIFT/BIC Code COBADEFFXXX

VAT-ID DE 118 687 842 Alberto Bonacini
WEEE/ElektroG Reg. Nr. DE 155 56 452 Kensuke fizuka
lwane Matsu
Stafanie Schaal
jan Willem Schipper
Matthias Vdlkel



sysmex

We hereby grant our warranty following our general conditions of sale for the PRODUCTS delivered,
consisting of and limited to:

Free of charge supply of spare parts to the COMPANY as replacement for defective new parts for
a period of 14 months after B/L - AWB date.

This declaration is valid until 31 March 2023 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.

On behalf of Sysmex Europe GmbH Date: 09 February, 2022
Place: 22848 Norderstedt, Germany
e e
Matthias Moelkel” sysmex
Senior Bxecutive Officer SaneiRensoudll-

Bornbarch 1
22848




® TUV, TUEV and TUV are registered frademarks. Utilisation and application requires prior approval

Certificate

Standard 1S0O 9001:2015
Certificate Registr. No. 09 100 89004

Certificate Holder: SYSMEX CORPORATION
1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe 651-0073 Japan

including the locations according to annex

Scope: Development, design, production, sales and servicing of in-vitro
diagnostic medical devices, laboratory equipment, reagents and
laboratory information system, and development, design,
production and sales of customized recombinant protein

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

Validity: The certificate is valid from 2022-05-13 until 2024-07-31.
First certification 1998

2022-05-13 /&I/Qé/)

TUV Rheinland Cert GmbH
Am Grauen Stein : 51105 Kéin

TUVRheinland®

Precisely Right.

9 (( DAKKS

Deutsche
Akkreditierungsst
D-2M-16031-01-

www.tuv.com




Certificate TOVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1254782-1

Organization; SYSMEX CORPORATION
1-3-1 Wakinohama-Kaigandori,
Chuo-ku, Kobe
651-0073 Japan

Scope: Design and development, manufacture, distribution, installation and service
of blood analyzer, urine analyzer, related reagents and accessories
Product categories: analyzers and reagents for hematological test, blood
coagulation test, immune serum test, biochemical test, genetic test,
bacteriological test and urine test

In accordance with EN ISO 13485:2016 Medical devices - Quality
management systems - Requirements for regulatory purposes (ISO
13485:2016)

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a

quality management system for medical devices.
Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality

management system is subject to yearly surveillance.

Report No.: 150258788-301

Effective date: 2022-04-28

Expiry date: 2024-07-31

Issue date: 2022-04-28 Acrol

Michiaki Aihara
TUV Rheinland LGA Products GmbH

(( DAKKS TillystraRe 2 - 90431 Nurnberg - Germany
o Deutsche /.
Akkreditierungsstelle

D-ZM-14169-01-02 1/9

DEOE @ TUV, TUUY andl TUM 200 roesteiod tsdeeraarks. UMisotion aed ApICation 150t GHo0r AoVl



Certificate

Standard ISO 14001:2015

Certificate Registr. No. 09 104 9374

Certificate Holder: SYSMEX CORPORATION
1-6-1 Wakinohama-kaigandori, Chuo-ku, Kobe
651-0073, Japan

including the locations according to annex

Scope: Development, Design, Production, Sales and Servicing Support of
In-vitro Diagnostic Medical Devices, Laboratory Equipment,
Reagents and Information Technology Systems for Laboratories
and Sales of Customized Recombinant Proteins

‘Proof has been furnished by m an audit that the
requirements of ISO 14001:2015 are met.

Validity: The certificate is valid from 2020- 04-07 until 2023 04-06.
First certification 2000 .

2020-02-25 R o TR

. TUV Rheintand Cert GmbH
~“Am Grauen Stein - 51105 Koin

2 TOVRheinland®

.:.". g_ Ny ¥ 57 ;
www.tuv.com poeuaers /AR 4 Oy asenemiseABEgCiIsely Right.

D-ZM-16031-01-00
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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 HI of the Directive.

Product identification:
Product name: CELLPACK DCL

Classification: Other device (except Annex 1l and sclf-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

. : YA . . g
Authorised officer: _/¢rjzy 1« {A/wggw _— Date: /¥ Mm(f 28/ 5
Hiroshi Yamgse, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBH

Address: Bornbarch 1, 22848 Norderstedt, Germany

Authorised officer. /7  Dae g 20 ik
Fernando Audeets, 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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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: SULFOLYSER

Classification: Other device (except Annex Il 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

. . ST, , : '
Authorised officer: /é?fﬁifi{z AL e Date: o /f.é;w;/ . S

Hiroshi Yamage, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBII
Address: _Bornbarch 1, 22838 Norderstedt, Germany

C Date: TURC 2" 20X

Fernando Andsedi, Chief Operations Officer
‘ rd

”
pe

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

Authorised officer:

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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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 Il of the Directive.

Product identification:
Product name: Lysercell WNR

Classification: “Other device (except Annex 1l 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 . : ) o
S Date: .Ks,g‘.‘.‘/gffi’{’ki{;ﬁ&%é?ﬁ.&
, Executive Vice President

Authorised officer: 914

[iroshi Yam

Authorised representative:

Name: SYSMEX EUROPE GMBH

Address: Botnbarch 1, 22648 Xorderstedi, Germany

Authorised officer: } ______________ Date: _HARCH 2\ 20lY
Fernarfdo Andres, Chief Operations Officer

This declaration of conformity is issued _;ndﬁle 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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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 I of the Directive.

Product identification:
Product name: Lysercell WDF

Classification: Other device (except Annex Il 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

©g

Authorised officer: /) Ljé[wzﬂﬁwm Date: 3 Adudds 22

Hiroshi Yamai{e! Executive Vice President

Authorised representative:

Name: SYSMEX EUROQPE L‘f’f'\;ll.ill
Address: ~Bornbarch, ,l;,yfﬁ,%ﬁWNprder;g@_ggjj;,ﬁ_ Germany

. . C« /I oo
Authorised officer: /7 Date: WARGA 2L 208

‘Fernando Andreu, Chief Operations Officer

This declaration of conformity is issued tnder 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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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 Il of the Directive.

Product identification:
Product name: Fluorocell WNR

Classification: “Other device (cxgcpt Annex Il 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 /,) i
Authorised officer: __.;»‘35:’195[‘&.{. /;z/xf:/w» __ Date: .3 K,A{ﬁ‘zd«é.ﬁéi(ﬁ\

Hiroshi Yamané. Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBIH
Address: Bornbarch 1, Za-ﬁéxﬂi}rdcrsrcdt, Giermany
C___r—
Authorised officer: .7 3 o _ Date: HARCH 25T 2018
Fernando ffxﬁg,dn u, Chief Operations Officer

This declaration of conformity is issued-tinder 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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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 Il of the Directive.

Product identification:
Product name: Fluorocell WDF

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, Japah

) . “ ’/ f/'/, ( . ’
Authorised officer: _«/¢sei (¢ ‘6/25,«&#« Date: .y Al 2008

Hiroshi Yamar{g, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBH
Address: Bognbarch 1, ?.3%351’?@01‘:‘.1:::‘&:10.(1!, Germany
Authorised officer: C ., Date: HARCH 2\ 2o}

“Fernanto Andreu, 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. o I

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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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 llI of the Directive.

Product identification:
Product name: CELLPACK DFL

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 Wakmohama Kdlgandon Chuo ku Kobe 651 0{)73 Jap.m

"* ;' / 1 4
Authorised officer: / ﬁ i) alids Z i@ .  Dater /3 A /4/,«/ 200 8
Hiroshi Yam {1) Exccutivc Vice President

Authorised representative:
Name: SYSMEX EUROPE GMBH
Address: Bormbarch I, ’2848/deustgdt Germany

B ,,A/v/wr” s

Authorised officer: Aol Date: YR 7\T 20(¥
Fernando Amjmn Chief Operations Officer

o

This declaration of conformity is issued unde1 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
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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 Il of the Directive.

Product identification:
Product name: Fluorocell RET

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

. . S L , 7
Authorised officer: _Jfpofly; j/,%uwﬂ __ Date 13 Ldhe 20§
Hiroshi Yamare, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE G'M BH
Address: Bornbarch 1, 3,3*13;4 & Norderstedt, Germany
N —

Authorised officer. 77«  Date HacH 20T 20
Fernando Aylﬂ’:u, 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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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 I1I of the Directive.

Product identification:
Product name: CELLCLEAN
Other device (except Annex Il and self-testing devices)

Classification:

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

2r &
Date: 2 /uudd 2008

Authorised officer: ,,-p} é;( /y“ e y
leoth Yamane Executwe Vice President

Authorised representative:
Name: SYSMEX EUROPE GMBH
Address: Bornbarch 1, 2%38;1\?;11'(!@1‘5!(:(11, Germany
(X F— .
Date: HiRar( 2(*" 2008

Authorised officer: "
“Fernando "\l}(li&l Chief Operauom Officer

This declaration of conformity is issued undér ihe sole responsibility of the manufacturer and
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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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 111 of the Directive.

Product identification:
Product name: XN CHECK

Classification: Otheldﬂe\me(exce?n 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

~ ='/ g ‘
Authorised officer: \) bl t,  Arapné. . Dater 4y ',e{,é;,,% 200 5

“1!(1\[11 Yamaf)é, Executive Vice President

Authorised representative:

Name: SYSMEX EUROPE GMBH
Address: Bomhdu,hl 228’4’3',& P(oadu\luh Germany

g// ;7 .
Authorised officer: Date: Mg 7\" 10

Fernando \mhiu Chief Opnmtmns Ofticer

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 £51-0073, Japan
Tel, +81-78-265-0500 Fax. +81-78-265-0524
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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 L1 of the Directive.

Product identification:
Product name: XN CAL

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

puthorsed offcer: _ Moit7r Fraic— 0 L3 Ayl 208

Hiroshi Yamab€, Executive Vice President

Authorised representative:

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

P

Fernando-Andreu? 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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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: Fluorocell PLT

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: /44»/@; %ﬁcﬂv\

Kohei Sumitani

Position: President

Date: _ Aryi/ 27, 2077

Place: Germany

This certificate was issued under sole responsibility of:

Keiji Fujimito / W

Position: Executive Vice President
Date: April 8, 2011
Place: Japan

Authorised officer:

¥ "m.

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

st ;a""-“ S j; - -
R wwgﬂf_&ﬁfmex.co.;p
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EC Declaration of Conformity

Application of Council Directive:
98/79/EC of 27 October 1998 on [n 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: XN CAL PF

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: /4,/944 ;A&WL\f

Kohei Sumitani

Position: President
Date: _fpn' | 2F 227

Place: Gefmany

This certificate was issued under sole responsibility of:

/ A /

Authorised officer: ’é
Keiji Fujimito /"7
Position: Executive Vice President
Date: April 8, 2011

Place: Japan

Sysmex Corporation
151 Wakinohama- Xaigandori, Chuo-ku, Kobe 651-0073, Japan

Tel, +81-78-265 0500 Fax, +81-78-265-0524
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