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CERERE DE PARTICIPARE

Catre IMSP Spitalul Clinic Republican .. Timofei Mosneaga”

(denumirea autoritdatii contractante §i adresa completa)

Stimati domni,

Ca urmare a anuntului/invitatiei de participare/de preselectie aparut in Buletinul achizitiilor publice
si/sau Jurnalul Oficial al Uniunii Europene, nr ocds-b3wdpl-MD-1656654603070 din 01/07/2022
(ziua/luna/anul), privind aplicarea procedurii pentru atribuirea contractului privind achizitionarea
necesitatilor de reagenti si consumabile de laborator sisteme inchise pentru anul 2022 etapa II

prin procedura de achizitie licitatie deschisa (denumirea contractului de achizitie publica), noi Medist
Grup SRL (denumirea/numele ofertantului/candidatului), am luat cunostinta de conditiile si de
cerintele expuse In documentatia de atribuire si exprimdm prin prezenta interesul de a participa, in

calitate de ofertant/candidat, neavind obiectii la documentatia de atribuire.

Data completarii 15.07.2022 N Cu stima,

o o Ofertant/candidat
Digitally signed by Anghel Gabriela-Cristing
Date: 2022.07.15 15:12:17 EEST
Reason: MoldSign Signature
Location: Moldova

MEDIST Grup S.R.L.

Str. Mitropolit Gavriil Banulescu-Bodoni nr. 25 IDNO: 1018600004516

Oficiul 33, MD-2012 Chisindu, Rep. Moldova TVA: 0508191

Tel./Fax: +373 22 84 94 95 BC Victoriabank SA, Filiala nr. 26 Chisindu
E-mail: office@medist.md IBAN (MDL):MD57V1022242600000269MDL

Web: www.medist.md SWIFT: VICBMD2X469



I.P. "AGENTIA SERVICII PUBLICE"
Departamentul inregistrare si licentiere a unitatilor de
drept

Extras
din Registrul de stat al persoanelor juridice
nr. 100265 din 13.07.2022

Denumirea completd; Societatea cu Raspundere Limitatd "MEDIST GRUP"
Denumirea prescurtata: "MEDIST GRUP" S.R.L.
Forma juridica de organizare: Societate cu raspundere limitata
Numarul de identificare de stat si codul fiscal: 1018600004516
Data inregistrarii de stat: 02.02.2018
Sediu: MD-2012, str.Mitropolit Gavriil Banulescu-Bodoni, 25,ap.33,mun. Chisginau, Republica
Moldova.
Genurile de activitate:
1. Comert cu ridicata al produselor farmaceutice;
2. Comert cu ridicata nespecializat;
3. Repararea echipamentelor electronice si optice;
4. Activitati de testare si analize tehnice;
5. Comert cu amanuntul al articolelor medicale si ortopedice, Tn magazine specializate;
Capitalul social: 373026 Lei moldovenesti
Administrator(i): ANGHEL GABRIELA-CRISTINA
Asociati:
1. MEDIST IMAGING & P.0.C. S.R.L., partea sociala 6244 Euro, ce constituie 33%
2. MEDIST LIFE SCIENCE S.R.L., partea sociala 6244 Euro, ce constituie 33%
3. MEDIST S.R.L., partea sociala 6433 Euro, ce constituie 34%
Beneficiari efectivi: Manole Ionel, VIidescu Carmen, Vladescu Sebastian-Alexandru, Klumpner

Catalina

Acest document poate contine date cu caracter personal Pagina 1 din 2
Extras din Registrul de stat al persoanelor juridice nr. 100265 din 13.07.2022



Prezentul extras este eliberat in temeiul art. 34 al Legii nr.220/2007 privind inregistrarea de stata
persoanelor juridice si a intreprinzatorilor individuali §i confirma datele din Registrul de stat la data

de 13.07.2022

Specialist coordonatg
Victoria Burcovschi

tel, 022-207862

Acest document poate contine date cu caracter personal Pagina 2 din 2
Extras din Registrul de stat al persoanelor juridice nr. 100265 din 13.07.2022 g



ORDI N DE PLATA NR. 329 Tip.doc. 1
DATA EM TERI I : 15 iulie 2022

PLATI Tl : 2843- 30 LEI: Doua Mi Opt Sute Patruzeci si Tre:
i, 30 :

PLATI TOR (R) MEDI ST GRUP SRL CODUL | BAN: MD57VI 022242600000269MDL:
CODUL FI SCAL: 1018600004516

PRESTATORUL PLATI TOR
B.C VictoriaBank S. A s.26 Chisinau

BENEFI Cl AR (R)I .M S. P. SCR Ti nof ei Msnea CODUL | BAN: MD32M.000000002251502448:
ga CODUL FI SCAL: 1003600150783
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M CB

DESTI NATI A PLATI1: Garantia pentru oferta, procedu :
ra de achizitie nr.21059296, Mrender | Docds-b3wdpl-: NORMAL/ URGENT: NO
MD- 1656654603070 din 01.07.2022 :

L.S.
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DECLARATIE
privind valabilitatea ofertei

Catre: IMSP Spitalul Clinic Republican ,, Timofei Mosneaga”

Stimati domni,

Ne angajam sa mentinem oferta valabila, privind achizitionarea necesitatilor de reagenti
si consumabile de laborator sisteme inchise pentru anul 2022 etapa Il prin procedura de
achizitie licitatie deschisa, pentru o durata de 90 zile, (noua zeci), respectiv pana la data de
22/10/2022 (ziua/luna/anul), si ea va ramane obligatorie pentru noi si poate fi acceptata

oricand inainte de expirarea perioadei de valabilitate.

Data completarii 15.07.2022 Cu stima,
Ofertant/candidat
Gabriela-Cristina Anghel

(semnatura autorizatd)

MEDIST Grup S.R.L.

Str. Mitropolit Gavriil Banulescu-Bodoni nr. 25 IDNO: 1018600004516

Oficiul 33, MD-2012 Chisindu, Rep. Moldova TVA: 0508191

Tel./Fax: +373 22 84 94 95 BC Victoriabank SA, Filiala nr. 26 Chisindu
E-mail: office@medist.md IBAN (MDL):MD57V1022242600000269MDL

Web: www.medist.md SWIFT: VICBMD2X469
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DECLARATIE

Subsemnata Gabriela Anghel, reprezentant imputernicit al MEDIST GRUP
S.R.L, cu sediul in mun. Chisinau, str. M.G. Banulescu-Bodoni 25, Oficul 33, declar pe
propria raspundere ca:

- termenul de valabilitate restant(la momentul livrarii) va constitui cel putin de 80%
din termenul total al produsului, dar nu mai mic de 12 luni, cu exceptia acelor produse
ale caror componente nu au termen de valabilitate mai mare de 3-6 luni (materialele de
control)

- livrarea produselor la destinatar va avea loc cu respectarea conditiilor de
pastrare si transportare.

Data: 15.07.2022

MEDIST GRUP S.R.L.
DIRECTOR
GABRIELA ANGHEL

MEDIST Grup S.R.L.

Str. Mitropolit Gavriil Banulescu-Bodoni nr. 25 IDNO: 1018600004516

Oficiul 33, MD-2012 Chisindu, Rep. Moldova TVA: 0508191

Tel./Fax: +373 22 84 94 95 BC Victoriabank SA, Filiala nr. 26 Chisindu
E-mail: office@medist.md IBAN (MDL):MD57V1022242600000269MDL

Web: www.medist.md SWIFT: VICBMD2X469



BECKMAN
COULTER

Declaration of Conformity

Beckman Coulter Ireland, Inc. hereby ensures and declares that the produci(s)

listed below comply with the requirement of the European Union In-vitro Diagnostics
Medical Device Directive 98/79/EC.

Beckman Coulter Ireland, Inc. assure et déclare par la présente que le(s) produit(s) listé(s) ci-dessous sont conformes aux
exigences de la directive européenne 98/79/CE relative aux dispositifs médicaux de diagnostic in vitro.

Beckman Coulter Ireland, Inc dichiara ed assicura che i prodotti qui elencati sono conformi ai requisiti delta direttiva
comunitaria 98/79/CE relativa ai dispositivi medico-diagnostici in vitro.

Beckman Coulter Ireland, Inc versichert und erklirt hiermit, daB die im Folgenden aufgefiihrten Produckte den Auflagen
der [VD-Richtlinie tiir In-vitro-Diagnostika der Europiischen Union (98/79/EC}) entsprechen.

Beckman Coulter Ireland, Inc asegura y declara que los productos listadoes a continuacién cumplen con los requisitos
establecidos en la directiva 98/79/EC de la Comunidad Europea para dispositivos médicos de diagnéstico in vitro.

Product(s} /Produkt{e) /Prodotto(i) / Produit(s) / Producto(s):

Product Name Part Number (PN)

Conformity Assessment Procedure

Annex iil —Self-declared
1Q Calibrator (Pack) 800-3103

Ctassification:
General IVD (non Annex 1, non self test)

GMDN Code(s):
42064

Aoy Ot (47 Feb 2019
Nery Ortit ~J Date
Sr. Manager Regulatory Affairs

Beckman Coulter Ireland Inc.

Lismeehan
O’Callaghan’s Mills
Co. Clare, Freland

Document Control

Issue Date: 12/14/2018
Revision Level:1.0
Revision Date:12/14/2018
Starting Lot #; N/A
Filename: 8003103DEC

Page 1 of 2



Section 1 - Product Identification
Product Name Part Number (PN)

1Q Calibrator (Pack) 800-3103

Section 2 — CE Status

X First Issue 1 Revision /Revision No.1.0

Reason for Revision (if applicable):
N/A-Initial Issue

Section 3 - Standards Applied to Demonstrate Compliance with Directives Below:
EN I1SO 13485:2016
EN ISO 14971:2012

EN ISO 18113-1:2011
EN ISO 18113-2:2011
EN ISO 15223-1:2016

Section 4 - Compliance with Es#ential Requirements

The product identified in this Technical File Information Sheet has been evaluated in accordance with the
Directives and Harmonized Standards identified on the corresponding Declaration of Conformity as attested

to below:
Responsible Individual
Standards Project
Directive Applied in Full Compliant Number Name Date Signature
98/79/EC in vitro Yes Yes 2088 Nery Ortiz 07 Feb2019
Diagnostic Medical
Devices

Page 2 of 2
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COULTER

Declaration of Conformity

Beckman Coulter Ireland, Inc. hereby ensures and declares that the product(s)

listed below comply with the requirement of the European Union In-vitro Diagnostics
Medical Device Directive 98/79/EC.

Beckman Coulter Ireland, Inc. assure el déclare par |a présente que le(s) produit(s) listé(s) ci-dessous sont conformes aux
exigences de la directive européenne 98/79/CE relative aux dispositifs médicaux de diagnostic in vitro.

Beckman Coulter Ireland, Inc dichiara ed assicura che i prodotti qui elencati sono conformi ai requisiti della direttiva
comunitaria 98/79/CE relativa ai dispositivi medico-diagnostici in vitro.

Beckman Coulter Ireland, Inc versichert und erkldrt hiermit. dal die im Folgenden aufgefithrten Produckie den Auflagen
der IVD-Richtlinie fiir In-vitro-Diagnostika der Europiischen Union (98/79/EC) entsprechen.

Beckman Coulter Ireland, Inc asegura y declara que los productos listadoes a continuacin cumplen con los requisitos
establecidos en la directiva 98/79/EC de la Comunidad Europea para dispositivos médicos de diagnéstico in vitro.

Product(s) /Produkt(e) /Prodotto(i) / Produit(s) / Producto(s):

Product Name Part Number (PN) Conformity Assessment Procedure

Annex Ill -Seif-declared
1Q Control/Focus Set  800-3104

Classification:
General IVD (non Annex !, non self test)

GMDN Code(s):
42064

Eﬁ.fw Ot 2019

Nery Ortiz { ~ Date
Sr. Manager Regulatory Affairs

Beckman Coulter Ireland Inc.
Lismeehan

O’Callaghan’s Mills

Co. Clare, lreland

Decument Control

Issue Date; 12/14/2018
Revision Level:1.0
Revision Date:12/14/2018
Starting Lot #: N/A
Filename: 8003104DEC

Page 1 of 2



Document;

QM.EG(T&!AN Declaration of Conformity

Document #: Revision 4.0

GLB-QS-TMP-0029

Declaration of Conformity

Beckman Coulter Ireland, Inc. hereby ensures and declares that the product(s)
listed below comply with the requirement of the Eu ropean Union In-vitro Diagnostics

Medical Device Directive 98/79/EC.

Beckman Coulter Ireland, Inc. assure et déclare par la présente que le(s) produit(s) listé(s) ci-dessous sont conformes aux
exigences de la directive européenne 98/79/CE relative aux dispositifs médicaux de diagnostic in vitro.

Beckman Coulter Ireland, Inc dichiara ed assicura che i prodotti qui elencati sono conformi ai requisiti delia direttiva
comunitaria 98/79/CE relativa ai dispositivi medico-diagnostici in vitro.

Beckman Coulter Ireland, Inc versichert und erklart hiermit, daB die im Folgenden aufgefiihrten Produckte den Auflagen
der IVD-Richtlinic fiir In-vitro-Diagnostika der Europaischen Union (98/79/EC) entsprechen.

Beckman Coulter Ireland, Inc asegura y declara que los productos listadoes a continuacién cumplen con los requisitos
establecidos en la directiva 98/79/EC de la Comunidad Europea para dispositivos médicos de diagnostico in vitro.

Product(s) /Produki(e) /Prodotto(i) / Produit(s) / Producto(s):

Product Name Part Number (PN)

Iris Diluent 800-3202

Areep (Vi
Nery Ortiz —_
Sr. Manager Regulatory Affairs

Lismeehan
O’ Callaghan’s Mills
Co. Clare, Ircland

e

Beckman Coulter Ireland Inc.

09 Auq 2o7)
Date

Conformity Assessment Procedure
Annex Il —Self-declared

Classification:
General

GMDN Code(s):
59058

Document Control

Issue Date: 12/14/2018
Revision Level:2.0
Revision Date:08/09/2021
Starting Lot #: N/A
Filename: 8003202DEC



@BECJOMN
COULTER

Document:

Declaration of Conformity

Revision 4.0

GLB-QS-TMP-0029

Document #:

Declaration of Conformity

Beckman Coulter Ireland, Inc. hereby ensures and declares that the product(s)
listed below comply with the requirement of the European Union In-vitro Diagnostics
Medical Device Directive 98/79/EC.

Beckman Coulter Ireland, Inc. assure ct déclare par la présente que le(s) produii(s) listé(s) ci-dessous sont conformes aux
exigences de la directive européennc 98/79/CE relative aux dispositifs médicaux de diagnostic in vitro.

Beckman Coulter Ireland, Inc dichiara cd assicura che i prodotii qui elencati sono conformi ai requisiti delia diretirva
comunitaria 98/79/CE relativa ai dispositivi medico-diagnostici in vitro.

Beckman Coulter Ireland, Inc versichert und erklart hicrmit, daB die im Fo
der IVD-Richtlinie fiir In-vitro-Diagnostika der Européischen Union (98/

lgenden aufgefiihrten Produckte den Auflagen
79/EC) entsprechen.

Beckman Coulter Ireland, Inc asegura y declara que los productos listadoes a continuacién cumplen con los requisitos
establecidos en la directiva 98/79%/EC de la Comunidad Europea para dispositivos médicos de diagnéstico in vitro.

Product(s) /Produkt(e) /Prodotto(i) / Produit(s) / Producto(s):

Product Name

Iris System Cleanser

Part Number (PN}

800-3203

=

Nery Ortiy

~.J

Sr. Manager Regulatory Affairs

Lismeehan

e

Beckman Coulter Ireland Inc.

O’Callaghan’s Mills

Co. Clare, Ireland

c"ﬂ%@w

Conformity Assessment Procedure
Annex Il —Self-declared

Classification:
General

GMDN Code(s):
59058

Document Control
Issue Date: 12/14/2018
Revision Level:2.0
Revision Date:08/09/2021
Starting Lot #: N/A
Filename: 8003203DEC



BECKMAN
COULTER

Declaration of Conformity

Beckman Coulter Ireland, Inc. hereby ensures and declares that the product(s)
listed below comply with the requirement of the European Union in-vitro Diagnostics

Medical Device Directive 98/79/EC.

Beckman Coulter Ireland, Inc. assure et déclare par la présente que Je(s) produit(s) listé(s) ci-dessous sont conformes aux
exigences de la directive européennc 98/79/CE relative aux disposilifs médicaux de diagnostic in vitro.

Beckman Coulter Ireland, Inc dichiara ed assicura che i prodotii qui elencati sono conformi ai requisiti della direttiva

comunitaria 98/79/CE relativa ai dispositivi medico-diagnostici in vitro.

Beckman Cordter Ireland, Inc versichert und erklirt hiermit, daB die im Folgenden aufgefiihrten Produckte den Auflagen
der IVD-Richtlinie fir In-vitro-Diagnostika der Europiischen Union (98/79/EC) entsprechen.

Beckman Coulter [reland, Inc asegura y declara que los productos listadoes a continuacién cumplen con los requisitos
establecidos en la directiva 98/79/EC de la Comunidad Europea para dispositivos médicos de diagnéstico in vitro.

Product(s) /Produki(e) /Prodotto(i) / Produit{s) / Producto(s):

Product Name Part Number (PN)

iQ Lamina B00-3236

j(& %{ ﬁ E Q1 eb 2019
Nery Orti ~ Date

Sr. Manager Regulatory Affairs

Beckman Coulter Ireland Inc.
Lismeehan
O’Callaghan’s Mills

Co. Clare, Ireland

Conformity Assessment Procedure
Annex Iit ~Self-declared

Classification:
General

GMDN Code(s):
59058

Document Control

Issue Date: 12/14/2018
Revision Level:1.0
Revision Date:12/14/2018
Starting Lot #: N/A
Filename; 8003236DEC

Page 10of 2



CgULTER
Declaration of Conformity

Beckman Coulter Ireland, Inc. hereby ensures and declares that the product(s) listed
below comply with the requirement of the European Union In-vitro Diagnostics Medical
Device Directive 98/79/EC.

le(s) produit(s) listé(s) ci-dessous sont conformes aux

Beckman Coulter Ireland, Inc. assure et déclare par la présente que
de diagnostic i vitro.

exigences de la directive européenne 98/79/CE relative aux dispositifs médicaux

Beckman Coulter Ireland, Inc dichiara ed assicura che i prodotti qui elencati sono conformi ai requisiti della direttiva
comunitaria 98/79/CE relativa ai dispositivi medico-diagnostici in vitro.

4rt hiermit, daB die im Folgenden aufgefithrten Produckte den Auflagen

Beckman Coulter Ireland, Inc versichert und erkl
Union (98/79/EC) entsprechen.

der IVD-Richtlinie fiir In-vitro-Diagnostika der Europdischen
Beckman Coulter Ireland, Inc asegura y declara que los productos listadoes a continuacién cumplen con los requisitos
establecidos en la directiva 98/79/EC de la Comunidad Europea para dispositivos médicos de diagnostico in vitro.

Product(s) /Produkt(e) /Prodotto(i) / Produit(s) / Producto(s):

Product Name Part Number (PN) Conformity Assessment Proced
- ceaure
iChem VELOCITY Urine L e etaned
Chemistry Strips 800-7204 Classification:
General
GMDN Code(s):
| f»\\ MO«CL Qo
Marie O’Rourke Date
Director Quality and Regulatory Affairs
Beckman Coulter Ireland Inc. Document Control
Lismeehan
e l;.sug_Dda 1?13018
Revision Date:03/03/2021

Co. Clare, Ireland
Starting Lot # 7204500M

Filename: 8007204DEC



COULTER

Document:

Declaration of Conformity

Document #:

Revision 4.0

GLB-QS-TMP-0029

Declaration of Conformity

Beckman Coulter Ireland, Inc. hereby ensures and declares that the product(s)
listed below comply with the requirement of the European Union In-vitro Diagnostics

Medical Device Directive 98/79/EC.

Beckman Coulier Ireland, Inc. assure et déclare par la présente que le(s) produit(s) listé(s) ci-dessous sont conformes aux
exigences de la directive curopéenne 98/79/CE relative aux dispositifs médicaux de diagnostic in vitro.

Beckman Coulter Ireland, Inc dichiara ed assicura che i prodotti qui ciencati sono conformi ai requisiti defia diretave
comunitaria 98/79/CE relativa ai dispositivi medico-diagnostici in vitro.

Beckman Couller Ireland, Inc versichert und erkldrt hiermit, daB die im Folgenden aufgefithrten Produckte den Auflagen

der IVD-Richtlinie fiir In-vitro-Diagnostika der Européischen Union (98/79/EC) entsprechen.

Beckman Coulter Ireland, Inc ascgura y declara que los productos listadoes a continuacién cumplen con los requisitos
establecidos en la directiva 98/79/EC de la Comunidad Europea para dispositivos médicos de diagnéstico in vitro.

Product(s) /Produkt(e) /Prodotto(i) / Produit(s) / Producto(s):

Product Name

iChem VELOCITY Wash Solution

5

Nery Ortiz/

Sr. Manager Regulatory Affairs

-

Beckman Coulter Ireland Inc.

Lismeehan
O Callaghan’s Mills
Co. Clare, Ireland

Part Number (PN)

800-7217

a9 A{/_% I%GZ}

Conformity Assessment
Procedure
Annex ill —Self-declared

Classification:
General

GMDN Code(s):
59058

Document Control
Issue Date: 12/14/2018
Revision Level:2.0
Revision Date:08/09/2021
Starting Lot #: N/A
Filename: 8007217DEC



ST

COULTER

Product(s) /Produki{e) /Prodotto(i) / Produit(s) / Producto(s}:

Declaration of Conformity

Beckman Coulter Ireland, Inc. hereby ensures and declares that the product(s)
listed below comply with the requirement of the European Union In-vitro Diagnostics
Medical Device Directive 98/79/EC.,

Beckman Coulter Ireland, Inc. assure et déclare par la présente que le(s) produit(s) listé(s) ci-dessous sont conformes aux
exigences de la directive européenne 98/79/CE relative aux dispositifs médicaux de diagnostic in vitro.

Beckman Coulter Ireland, Inc dichiara ed assicura che i prodotti qui elencati sono conformi ai requisiti della direttiva
comunitaria 98/79/CE relativa ai dispositivi medico-diagnostici in vitro.

Beckman Coulter Ireland, Inc versichert und erklin hiermit, daB die im Folgenden aufgefiihrien Produckte den Auflagen
der IVD-Richtlinie fur In-vitro-Diagnostika der Europdischen Union (98/79/EC) entsprechen.

Beckman Coulter Ireland, Inc asegura y declara que 1os productos listadoes a continuacién cumplen con los requisitos
establecidos en la directiva 98/79/EC de la Comunidad Europea para dispasitivos médicos de diagndstico in vitro.

P

roduct Name

Part Number (PN)

iChemVELOCITY CalChek Kit 800-7703

AL e (2% 07 Feb 2019
Nery Ortid ~ Date

Sr. Manager Regulatory Affairs

Beckman Coulter Ireland Inc.
Lismeehan

O’ Callaghan’s Mills

Co. Clare, Ireland

Conformity Assessment Procedure
Annex lil —Self-declared

Classification;
General IVD (non Annex Il, non self test)

GMDN Code(s):
30219

Document Control

Issue Date: 12/14/2018
Revision Level:1.0
Revision Date:12/14/2018
Starting Lot #: N/A
Filename: 8007703DEC

Page 1of 2



BECKMAN
COULTER

Declaration of Conformity

Beckman Coulter Ireland, Inc. hereby ensures and declares that the product(s)
listed below comply with the requirement of the European Union In-vitro Diagnostics

Medical Device Directive 98/79/EC.

Beckman Coulter Ireland, Inc. assure el déclare par la présente que le(s) produit(s) listé(s) ci-dessous sont conformes aux
exigences de la directive européenne 98/79/CE relative aux dispositifs médicaux de diagnostic in vitro.

Beckman Coudter Ireland, Inc dichiara ed assicura che i prodotti qui elencati sono conformi ai requisiti della direttiva

comunilaria 98/79/CE relativa ai dispositivi medico-diagnestici in vitro.

Beckman Coulter Ireland, Inc versichert und erklirt hiermit, daB die im Folgenden aufgefilhrien Produckte den Auflagen
der 1Y D-Richtlinie fiir In-vitro-Diagnostika der Europiischen Union (98/79/EC) entsprechen.

Beckman Coulter Ireland, Inc asegura y declara que los productos listadoes a continuaci6n cumplen con los requisitos
establecidos en la directiva 98/79/EC de a Comunidad Europea para dispositivos médicos de diagnéstico in vitro.

Product(s} /Produkt(e) /Prodottoli) / Produit(s) / Producto(s):

Product Name

IRISpec CA/CB/CC  800-7702

“AeLy At

Part Number (PN)

Nery Orliz
Sr. Manager Regulatory Affairs

Lismeehan
O'Caltaghan’s Mills
Co. Clare, Ireland

Beckman Coulter Ireland Inc.

07 Feb 2019

Date

Conformity Assessment Procedure
Annex lif —Self-declared

Classification:
General IVD (non Annex II, non self test)

GMDN Code(s):
30219

Document Control

Issue Date: 12/14/2018
Revision Level:1.0
Revision Date:12/14/2018
Starting Lot #: N/A
Filename: 8007702DEC

Page 1 of 2



@BECKMAN

COULTER

Declaration of Conformity

Beckman Coulter Ireland Inc., hereby ensures and declares that the product(s) listed
below comply with the requirement of the European Union In-vitro Diagnostics Medical
Device Directive 98/79/EC.

Beckman Coulter Ireland Inc., assure et déclare par la présente que le(s) produit(s) listé(s) ci-dessous sont conformes aux
exigences de la directive européenne 98/79/CE relative aux dispositifs médicaux de diagnostic in vitro.

Beckman Coulter Ireland Inc., dichiara ed assicura che i prodotti qui elencati sono conformi ai requisiti della direttiva
comunitaria 98/79/CE relativa ai dispositivi medico-diagnostici in vitro.

Beckman Coulter Ireland Inc., versichert und erklért hiermit, daf die im Folgenden aufgefiihrten Produckte den Auflagen
der IVD-Richtlinie fur In-vitro-Diagnostika der Européischen Union (98/79/EC) entsprechen.

Beckman Coulter Ireland Inc., aseguray declara que los productos listadoes a continuacién cumplen con los requisitos
establecidos en la directiva 98/79/EC de la Comunidad Europea para dispositivos médicos de diagndstico in vitro.

Product(s) /Produkt(e) /Prodotto(i) / Produit(s) / Producto(s):

Product Part Instrument | GMDN
Number | Part Number Code
Stand Alone iChemVELOCITY 800-7100 B75503 35918
(Int’])
iChem® VELOCITY™ Back 800-7103 B75502 35918
Integrated (Int’1)
iChemVELOCITY, Back 800-7162 B75502 35918
Integrated w/o Bridge (Int’l)
iChem® VELOCITY™ 800-7163 B75502 35918
StandAlone W/Racks 1-18 (Int’1)
iChem® VELOCITY™ w/ 800-7166 B75502 35918
Load/Unload (Int’I)
iChemVELOCITY Computerless | 800-3564 B75502 35918
System (Int'l)
iChem®VELOCITY™ Dessicant | B79319 N/A 35918 Conformity Assessment Procedure
iy
UA WIN10 Kit C52900 N/A 35918 e
iQ200 Series Software version C50833 N/A 35918 Classification:
8.0 General IVD
Notified Body
Standard(s) / Norm(en) / Norma(e) / Norme(s) / Norma(s): N/A
. . Document Control
EMC: IEC/EN61326'1'2913 Issue Date: 05/08/2020
IEC/EN61326-2-6:2013 Revision Level: 2.3
Revision Date:  08-May-2020
Product Safety: IEC61010-1:2001 Starting serial #: V04225
IEC61010-2-081:2001 RoHS Serial #: V05000
IEC61010-2-101:2002 Filename: 2.8.3.10
RoHS: BS EN 50581:2012
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Samy Puccio Date

Senior Manager, Regulatory Affairs

Beckman Coulter Ireland Inc.
Lismeehan

O’Callaghan’s Mills

Clare

Ireland
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

By Royal Charter

This is to certify that: Beckman Coulter Ireland Inc.
Lismeehan
O’Callaghan’s Mills
Co. Clare
Ireland

Holds Certificate Number: MD 670660

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design and development, manufacture, distribution, installation, service and customer
support of clinical chemistry, haematology, heterogenous immunoassay and flow cytometry in
vitro diagnostic devices. Manufacture and distribution of infectious disease immunoassays.

For and on behalf of BSI: q‘n-c\*-&— \\Lvds\*\ér

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2017-04-12 Effective Date: 2021-11-21
Latest Revision Date: 2022-04-06 Expiry Date: 2024-11-20
& Page: 1 of 1
e ..making excellence a habit”

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+670660&ReIssueDate=06%2f04%2f2022&Template=uk
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