bsi.
Certificate of Registration

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

By Royal Charter

This is to certify that: Abbott Laboratories Diagnostics Division
100 Abbott Park Road
Abbott Park
Illinois
60064
USA

Holds Certificate Number: MD 743461
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Design, Manufacture, Development, Installation, Service and Support of In Vitro Diagnostic
Products including Test Kits, Reagents, Accessories and Instruments.

For and on behalf of BSI: G"““M \ - %

Graeme Tunbridge, Senior Vice President Medical Devices

Effective Date: 2021-10-13
Expiry Date: 2024-10-12

Original Registration Date: 2021-06-01

Latest Revision Date: 2022-06-22
Digitally signed by Ceaicovschi Tudor
Date: 2022.11.29 11:55:27 EET

| @5&? | Reason: MoldSign Signature Page: 1 of 2
3 @ _ Location: Moldova
S ..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+743461&ReIssueDate=22%2f06%2f2022&Template=uk

Certificate No: MD 743461

Location

Registered Activities

Abbott Laboratories Diagnostics Division
100 Abbott Park Road

Abbott Park

Illinois

60064

USA

Design, Manufacture, Development, Installation, Service and
Support of In Vitro Diagnostic Products including Test Kits,
Reagents, Accessories and Instruments.

Abbott Laboratories Diagnostics Division
- Conway Park

675 North Field Drive

Lake Forest

Tllinois

60045

USA

Oversight of the Quality Management System for the Abbott
Diagnostics Division Sites.

Abbott Laboratories Diagnostics Division
- K Complex - Distribution Center

Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

QC inspection of incoming materials and distribution of IVD
products including test kits, reagents, accessories and
instruments.

Abbott Japan LLC
278 Matsuhidai
Matsudo-shi
Chiba

270-2214

Japan

Original Registration Date: 2021-06-01
Latest Revision Date: 2022-06-22

Design and Development of in vitro diagnostics products
including test kits and reagents.

Effective Date: 2021-10-13
Expiry Date: 2024-10-12

Page: 2 of 2

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.
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

i AT

By Royal Charter

This is to certify that: Abbott Laboratories Diagnostics Division
100 Abbott Park Road
Abbott Park
Illinois
60064
USA

Facility ID Number: F004943

Holds Certificate No: MDSAP 743463

Statement of Conformity: The company listed on this certificate has been audited to and found to conform with the
following criteria: ISO 13485:2016 and Australia - Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule
3 Part 1 (excluding Part 1.6) - Full Quality Assurance Procedure; Brazil - RDC ANVISA n. 16/2013, RDC ANVISA n.
23/2012, RDC ANVISA n. 67/2009; Canada - Medical Devices Regulations - Part 1 - SOR 98/282; Japan - MHLW
Ministerial Ordinance 169, Article 4 to Article 68, PMD Act; USA - 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 -
Subparts A to D

Please see scope page.

For and on behalf of BSI: Gﬁﬁﬁ-‘\*—&-— \\LV\SV\AF

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2017-12-07 Effective Date: 2022-05-31 Expiry Date: 2024-10-12
Page: 1 of 3
MDSAP!
MEDHICAL DEVICE SINGLE AUDIT PROGRAM . g™
BSI Group America Inc. is an MDSAP recognised auditing organization mak|ng exce”ence a hab|t

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MDSAP+743463&ReIssueDate=31%2f05%2f2022&Template=inc

Certificate No: MDSAP 743463

Registered Scope:

Design and Manufacture of In Vitro Diagnostic Medical Devices, used in the Screening of Blood Donor
Units for Transmissible Diseases. Design and Manufacture of In Vitro Diagnostic Medical Devices used in
the Diagnosis, Management and Detection of Cancer, Autoimmune Status, Cardiac Markers, Endocrine
Disorders, and for Therapeutic Drug Monitoring.

Design, Development, Manufacture, Refurbishment, Distribution, and Post-Market Customer Service and
Support of In Vitro Diagnostic Medical Devices for Immunoassay and Clinical Chemistry Systems.
Manufacture, Design / Development of In Vitro Diagnostic Products including Instruments, Reagents, and

Accessories for Hematology.

Original Registration Date: 2017-12-07  Effective Date: 2022-05-31 Expiry Date: 2024-10-12

Page: 2 of 3

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.
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Certificate No:

MDSAP 743463

Location

Registered Activities

Abbott Laboratories Diagnostics Division
100 Abbott Park Road

Abbott Park

Illinois

60064

USA

Facility ID Number: F004943

Design, Manufacture, Development, Installation, Service and
Support of In Vitro Diagnostic Products including Test Kits,
Reagents, Accessories and Instruments.

Abbott Laboratories Diagnostics Division
- Conway Park

675 North Field Drive

Lake Forest

Illinois

60045

USA

Facility ID Number: F004943

Oversight of the Quality Management System for the Abbott
Diagnostics Division Sites.

Abbott Laboratories Diagnostics Division
- K Complex - Distribution Center

Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

Facility ID Number: F004943

QC Inspection of incoming materials and distribution of IVD
products including test kits, reagents, accessories and
instruments.

Abbott Japan LLC

278 Matsuhidai

Matsudo-shi

Chiba

270-2214

Japan

Facility ID Number: F005418

Original Registration Date: 2017-12-07  Effective Date: 2022-05-31

Design and development in vitro diagnostics products
including test kits, reagents, and accessories.

Expiry Date: 2024-10-12

Page: 3 of 3

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory

To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA

A Member of the BSI Group of Companies.
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bsi.

By Royal Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that:

Holds Certificate Number:

FM 743464

Abbott Laboratories Diagnostics Division
100 Abbott Park Road
Abbott Park

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the

following scope:

Design, Manufacture, Development, Installation, Service and Support of In Vitro
Diagnostic Products including Test Kits, Reagents, Accessories and Instruments.

For and on behalf of BSI:

Original Registration Date: 2018-10-12

Latest Revision Date: 2022-04-12

UKAS

MANAGEMENT
SYSTEMS

1o}

0003

Matt Page, Managing Director Assurance - UK & Ireland

Effective Date: 2021-10-13
Expiry Date: 2024-10-12

Page: 1 of 2

..making excellence a habit’

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=FM+743464&ReIssueDate=12%2f04%2f2022&Template=uk

Certificate No: FM 743464

Location

Registered Activities

Abbott Laboratories Diagnostics Division
100 Abbott Park Road

Abbott Park

Illinois

60064

USA

Design, Manufacture, Development, Installation, Service and
Support of In Vitro Diagnostic Products including Test Kits,
Reagents, Accessories and Instruments.

Abbott Laboratories Diagnostics Division
- Conway Park

675 North Field Drive

Lake Forest

Tllinois

60045

USA

Oversight of the Quality Management System for the Abbott
Diagnostics Division Sites

Abbott Laboratories Diagnostics Division
- K Complex - Distribution Center

Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

Original Registration Date: 2018-10-12
Latest Revision Date: 2022-04-12

QC Inspection of incoming materials and distribution of IVD
products including test kits, reagents, accessories and
instruments.

Effective Date: 2021-10-13
Expiry Date: 2024-10-12

Page: 2 of 2

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.
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Abbott

Basic UDI-DI:
Basic UDI-DI Name:
Risk Class:

038074MPH0173S4

EU Declaration of Conformity

CELL-DYN Diluent/Sheath

Class A

List Number
and Size Code

Product and Trade Name

GMDN Code EMDN Code

01H73-01

CELL-DYN Diluent/Sheath

58237 w0103

Manufacturer
(Name and Address)

Abbott Laboratories
Diagnostics Division

100 Abbott Park Road
Abbott Park, IL 60064 USA

Manufacturer SRN

TBD

Authorized Representative
(Name and Address)

Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
Germany

Authorized Representative SRN

DE-AR-000009457

Produced by (Site of Manufacture)
(Name and Address)

ThermoFisher
8365 Valley Pike
Middletown, VA 22645 USA

Conformity Assessment Procedure

Annex II and 111

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole

responsibility of the manufacturer.

Full Name: _Cheryl Nowlan Full Name:
Function: Site QA, Director Quality Assurance Function:
Signature: (W,{,u ﬁ /\/ C‘uff arn Signature:
I
Date of Approval: 1%’ MAA{ 7/0 T Date of Approval:
Signed for, and on
behalf of: Abbott Laboratories, Abbott Park, USA

Katie Bessette

Director Regulatory Affairs

/‘/éﬁ /?Esz/Sé\

/R - n’l%-%;@\

Date Issued:

Place Issued:

Supersedes: _N/A

{2 - ﬂ/laujiébii

Effective (Date
or Lot Number):
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Santa Clara, CA USA

May 26, 2022
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Abbott
EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name
BG EC JIEKJIAPALIMSA 3A CbOTBETCTBUE bazos UDI-DI HaumenoBanue Ha 6a3zoB UDI-DI
CS | EUPROHLASENI O SHODE Zakladni UDI-DI Nézev zakladniho UDI-DI
DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundlzggende UDI-DI-navn
DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name
EL AHAQYXH ZYMMOP®QXHY EE Baowd UDI-DI Ovouaoio Bacikod UDI-DI
ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Bésico
ET ELi vastavusdeklaratsioon P6hi-UDI-DI P6hi-UDI-DI nimi
FR Déclaration de conformité UE 1UD-ID de base Nom 1UD-ID de base
HR EU 1IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI
HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve
IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base
LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums
LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas
NO EU-samsvarserklering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn
PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI
PT DECLARA(;AO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico
RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza
SK EU VYHLASENIE O ZHODE Z&kladny UDI-DI Nazov zakladného UDI-DI
SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pé grundlaggande UDI-DI
TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi
EN Risk Class List Number and Size Code Product and Trade Name
BG Kiac ciopen pucka Karasio)xkeH Homep 1 Ko Ha pa3mepa MMe Ha poJIyKTa U ThPrOBCKO HAMMEHOBAaHUE
CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Néazev produktu a obchodni nazev
velikost soupravy
DA Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og varemarkenavn
DE Risikoklasse Bestellnummer und GréRencode Produkt- und Handelsname
EL Koatnyopio kivédvou Kwdikodg IMpoidvtog kot Kmdikdg Tuokevoociog IIpoidv kot Epmopikn Ovopacio
ES Clase de riesgo NUmero de referencia y cédigo de tamafio Producto y marca comercial
ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi
FR Classe de risque Référence Nom de produit et de marque
HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zasti¢eni naziv
HU Kockazati osztaly Listaszam és készletkiszerelés-kad Termék- és kereskedelmi név
IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale
LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums
LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai
NO Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og handelshavn
PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa
PT Classe de risco Numero de lista e cddigo de apresentacdo Produto e nome comercial
RO Clasa de risc Numidr de lista si cod dimensiune Denumirea produsului si denumirea comerciala
SK Rizikova trieda Katalogové Eislo Nézov produktu a obchodny nazov
SV Riskklass Listnummer och storlekskod Produkt och firmanamn
TR | Risk Smifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi

Page 2 of 7
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Abbott
EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kog GMDN Kox EMDN ITpousBouTeN (MME U aApEC) EPH nHa npousBoauTens
CS | Kéd GMDN Kéd EMDN Vyrobce (nazev a adresa) Jediné registraéni Cislo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdwdg GMDN Kodwoés EMDN Kartaokevaotig (Ovopa kot Atevbvvon) SRN (Movadwog Apifpog Mntpmov)
(Ovopatoroyia (Ovopatoroyio Kartaokevaom
L0TPOTEYVOLOYIKMDV OTPOTEYVOLOY KMV
TPOIOVIOV) TPOIOVI®V)
ES | Cédigo GMDN Cddigo EMDN Fabricante (nombre y direccién) SRN (ndmero de registro Unico) del fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numeéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj) proizvodaca
HU | GMDN-kéd EMDN-kéd Gyartd (név és cim) Gyartd egyedi regisztraciés szdma (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) RaZotaja vienotais registracijas numurs (VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy priemoniy
nomenklatiiros kodas nomenklatiiros kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny producenta
Nomenklatury
Wyrobéw Medycznych
PT Codigo GMDN Cédigo EMDN Fabricante (Nome e Morada) Numero Unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producator
SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné &islo (SRN) vyrobcu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si

Page 3 of 7
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Abbott

EN

Authorized Representative (Name
and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)
(Name and Address)

Conformity Assessment Procedure

BG YII'BIHOMOIICH NIPEICTaBUTEI (MME U EPH Ha ynbiaHOMOLIEHHS IpousseneHo ot (MACTO Ha IIpouenypa 3a orieHKa Ha
azpec) MIPEJICTABUTE MPOU3BOJICTBO) (MME U ajipec) CBOTBETCTBHETO
CS | Zplnomocnény zastupce (nazev a Jediné registraéni ¢islo Vyrobeno (misto vyroby) Postup posuzovani shody
adresa) zplnomocnéného zéstupce (ndzev a adresa)
DA | Autoriseret reprasentant (navn og Autoriseret reprasentants SRN Produceret af (fremstillingssted) Overensstemmelsesvurderingsproced
adresse) (navn og adresse) ure
DE | Bevollméachtigter (Name und SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort) | Konformitatsbewertungsverfahren
Adresse) (Name und Adresse)
EL E&ovo1000Tnpévog AVImpdomnog SRN E&ovoiodotnpévou Kartaokevdleton omd (Epyootécto Awdwkacio a&lordynong
(Ovopa kot AtevBovon) AvTImpocsOTov napayyns) GUUUOPPMONG
(Ovopacia kot AtevBuven)
ES Representante autorizado (nombre y SRN (ndmero de registro Gnico) del Producido por (Lugar de fabricacién) Procedimiento de evaluacién de la
direccion) representante autorizado (Nombre y direccion) conformidad
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootja (tootmiskoht) (nimi ja aadress) | Vastavushindamismenetlus
registreerimisnumber
FR | Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication) Procédure d’évaluation de la
mandataire (nom et adresse) conformité
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje) Postupak ocjenjivanja sukladnosti
ovlaStenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és Meghatalmazott képviseld egyedi Gyart6 (gyartas helye) Megfeleldségértékelési eljaras
cim) regisztraciés szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) Prodotto da (sito di fabbricazione) Procedura di valutazione della
del mandatario (nome e indirizzo) conformita
LV | Pilnvarotais parstavis (nosaukums un | Pilnvarota parstavja vienotais Razots (razo$anas vieta) Atbilstibas novertésanas procedira
adrese) registracijas numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis Pagaminta (gamybos vieta) Atitikties vertinimo procediira
adresas) registracijos numeris (pavadinimas ir adresas)
NO | Autorisert representant (navn og Den autoriserte representantens SRN Produsert av (produksjonssted) Framgangsmate for
adresse) (navn og adresse) samsvarsvurdering
PL | Upowazniony przedstawiciel (nazwai | Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce Procedura oceny zgodnosci
adres) upowaznionego przedstawiciela produkc;ji)
(nazwa i adres)
PT Mandatério (Nome e Morada) NUmero Unico de registo do Produzido por (Local de fabrico) Procedimento de avaliacdo da
mandatério (Nome e Morada) conformidade
RO | Reprezentant autorizat (nume si SRN reprezentant autorizat Produs de citre (locatie productie) Procedura de evaluare a conformitatii
adresd) (nume si adresa)
SK | Autorizovany zastupca (ndzov a Jediné registracné ¢islo (SRN) Vyrobené (miesto vyrohy) Postup posudzovania zhody
adresa) autorizovaného zastupcu (n&zov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn | Forfarande for beddmning av
adress) och adress) dverensstammelse
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi) Uygunluk Degerlendirme Prosediirii

(Isim ve Adres)

Page 4 of 7
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Abbott
EN | AnnexIland Il Full Name
BG | Ipunoxenue Il u 11 [Ib1HO HaMMEHOBaHHE
CS Piiloha II a III Cely nazev
DA | Bilaglloglll Fulde navn
DE | Anhang Il und Ill Vollstdndiger Name
EL Tapdaptnua IT ko 1T IIAnpng ovopacio
ES Anexos Il y Il Nombre completo
ET 11 ja Il lisa Taisnimi
FR Annexes Il et 111 Nom complet
HR | Prilog Il. i Ill. Puni naziv
HU [ Il és 1I1. melléklet Teljes név
IT Allegati Il e 1l Nome completo
LV 11 un 111 pielikums Pilns nosaukums
LT ILir 111 priedai Vardas ir pavardé
NO | Vedlegg Il og Ill Fullt navn
PL Zatgcznik 11 oraz 11T Imie i nazwisko
PT Anexo Il e 1l Nome completo
RO | Anexallsilll Numele complet
SK | Prilohallalll Cely ndzov
sV Bilaga Il och Ill Fullstandigt namn
TR Ek Il ve lll Ad1 Soyadi
EN Function Signed for, and on behalf of Date Issued
BG JrbxkHOCT TToanucaHo 3a ¥ OT UMETO HA JlaTa Ha u3aBaHe
CS Funkce Podepsano za a jménem Datum vydani
DA Funktion Underskrevet for og pé vegne af Udstedelsesdato
DE Funktion Unterzeichnet fiir und im Auftrag von Datum
EL Agitovpyia Yroypdoetan yio kot €K HEPOVS TOV/TNG Hugpounvio ékdoong
ES Funcién Firmada por, y en nombre de Fecha
ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Valjaandmise kuupdev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alaird a kovetkezd képviseletében és nevében Kiadas datuma
IT Funzione Firmato a nome e per conto di Data di rilascio
LV Amats Parakstits $adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasira§oma, pavadinimas ISdavimo data
NO | Funksjon Signert for, og pé& vegne av Utstedelsesdato
PL Funkcja Podpisano w imieniu Data wydania
PT Funcéo Assinado e em nome de Data de emissdo
RO Functia Semnat pentru si in numele Data eliberarii
SK Funkcia Podpisané za a v mene Déatum vydania
sV Funktion Undertecknat for och pd uppdrag av Datum for utfardande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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Abbott
EN Supersedes Signature Date of Approval
BG 3amecTBa IToamuc Jara Ha oio0peHue
CS Nahrazuje Podpis Datum schvaleni
DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikodiotd Yroypaon Hugpounvio éyxprong
ES Sustituye Firma Fecha de aprobacion
ET Asendab AllKiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de I’autorisation
HR Zamjenjuje Potpis Datum odobrenja
HU | Hatalytalanitja a kovetkez6 dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia ParaSas Patvirtinimo data
NO | Erstatter Signatur Godkjenningsdato
PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovacéo
RO | Tnlocuitor Semnaturd Data aprobarii
SK Nahradza Podpis Datum schvélenia
sV Ersatter Namnteckning Datum fér godkénnande
TR | Yerini aldig belge imza Onay Tarihi
EN Place Issued Effective (Date or Lot Number)
BG MsicTo Ha u3iaBaHe B cuia o1/3a (ara miid HOMEp Ha MapTHa)
CS Misto vydani Uginné od (datum nebo &islo Sarze)
DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)
DE Ort Giltig ab (Datum oder Chargenbezeichnung)
EL Toémog ékdoong g 1oyb and (Huepounvia i) ap. moptidag)
ES Expedida en Efectiva (fecha o nimero de lote)
ET Viljaandmise koht Joustumine (kuupdev voi partiinumber)
FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)
HR Mijesto izdavanja Stupa na snagu (datum ili broj serije)
HU | Kiadas helye Hatalybalépés (datum vagy tételszam)
IT Luogo di rilascio Valido da (data 0 numero di lotto)
LV Izdo$anas vieta Spéka no (datums vai partijas numurs)
LT I§davimo vieta Isigalioja (data arba partijos numeris)
NO | Utstedelsessted Gjelder fra (dato eller lotnummer)
PL Miejsce wydania Obowigzuje od (data lub numer partii)
PT Local de emissao Efetividade (Data ou nimero de lote)
RO | Locul eliberarii Valabilitate (data sau numarul lotului)
SK Miesto vydania Uginnost od (d4tum alebo &islo Sarze)
SV Plats for utfardande Verkstalligt (datum eller lotnummer)
TR Diizenlendigi Yer Yiiriirliik (Tarih veya Lot Numarasi)
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Abbott

EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices. This declaration is
made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG

Hue, nonynoanucanuTe, ¢ HACTOSLIOTO JEKIapUpaMe, Y€ rOpEONHCaHOTO(UTE) MEJULIMHCKO(M) U3ie1e(s) 3a HHBUTPO JIMarHoCTHKa OTroBaps(T) Ha
npunoxumute pasnopenou Ha Permament (EC) 2017/746 na EBponeiickus napaaMenT 1 Ha ChBeTa oT 5 anpmin 2017 r. OTHOCHO MEAUIIMHCKHUTE W3NS 32
MHBUTPO JUarHocTHka. Ta3u aekapanus e HalpaBeHa B cboTBeTcTBHE C [Ipunoxkenue IV Ha Pernamenra 3a [IVD u 3a HelfHOTO M31aBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO NPOU3BOIUTEIIAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-€) zdravotnicky(-é) prosttedek (prosttedky) in vitro uvedeny(-é) vyse je (jsou) ve shodé
S piislusnymi ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in
vitro. Toto prohlaSeni je v souladu s Piilohou IV natizeni IVD a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklerer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de gealdende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erklering afgives
i overensstemmelse med IVD-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkléren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der VVerordnung (EU) 2017/746 des Europdischen Parlaments und des Rates vom 5. April 2017 iiber In-vitro-Diagnostika erfullen. Diese
Erklarung erfolgt gema Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdeovteg, SNADOVOLUE E TO TAPOV OTL TOL TPOUVAPEPOUEVA SI0YVOGTIKE L0.TPOTEXVOAOYIKA TPOIOVTO GUUHOPOMVOVTOL LE TIG IGYVOVOEG
SoréEers Tov Kavoviopoo (EE) 2017/746 tov Evponaikod KowoBoviiov kat Tov Zvpfoviiov g 5% Ampidiov 2017 oyetikd pe ta in vitro S1oyvootikd
wrpoteyvoroykd mpoidvto. H dniwon avt yivetor copewva pe to Mapdaptpoe 1V tov Koavoviepod 1VD kot ekdidetor pe amokAeiotikn vdovn tov
KOTOOKEVOOTN

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para
diagnostico in vitro. Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD y es emitida bajo la exclusiva responsabilidad del
fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
méaruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sétetele. See deklaratsioon on koostatud vastavalt IVD mééaruse 1V
lisale ning selle véljastamise eest vastutab ainult tootja.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in
vitro. Cette déclaration est établie conformément a I’Annexe 1V du Reglement DIV sous la seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vijeca od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod isklju¢ivom odgovorno§éu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszkdz(6k) megfelel(nek) az Eurépai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszk6zokrél szo616 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkozé rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyartd kizarolagos feleldssége alapjan keriilt kiadasra.

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) &(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato 1V del regolamento I\VVD ed é rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Megs, apaksa parakstijusies, ar So pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piem&rojamajam prasibam par in vitro diagnostikas mediciniskam iericém. S deklaracija ir sagatavota saskana
ar IVD regulas IV pielikumu un par izdoSanu atbild vienigi razotajs.

LT

Mes, toliau pasiraSiusieji (-iusiosios), pareiskiame, kad anksciau minéta (-0s) in vitro diagnostikos medicinos priemoné (-¢s) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis [VD reglamento IV priedu ir yra i§duodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfart ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
rédsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erklaringen er utarbeidet i overensstemmelse med
vedlegg 1V i IVD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o§wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in
vitro. Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR i wydana na wytaczna odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagndstico in vitro descritos acima estdo em conformidade com as disposicoes
aplicaveis do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnéstico in
vitro. Esta declaracéo é feita em conformidade com o0 anexo IV do Regulamento IVD e é emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declardm ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro.
Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD si este emisd sub responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnosticka(-€) zdravotnicka(-e) pomacka(-y) uvedend(-¢) vyssie je (sua) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro. Toto vyhlésenie je v stlade
S Prilohou IV k Nariadeniu IVD a vydéva sa na vyhradnii zodpovednost’ vyrobcu.

SV

Vi, undertecknade, forsakrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstdmmer med de tillampliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
forsékran gors i enlighet med bilaga IV till IVD-férordningen och utférdas under tillverkarens enskilda ansvar.

TR

Biz, asagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan
2017 tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yonetmeligi Ek IV uyarinca
yapilmistir ve iireticinin miinhasir sorumlulugu altindadir.

End of form
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Abbott

Basic UDI-DI:
Basic UDI-DI Name:
Risk Class:

038074RUH0380WZ

EU Declaration of Conformity

CELL-DYN CN-Free HGB/NOC Lyse

Class A

List Number
and Size Code

Product and Trade Name

GMDN Code EMDN Code

03H80-02

CELL-DYN CN-Free HGB/NOC Lyse

61165 w0103

Manufacturer
(Name and Address)

Abbott Laboratories
Diagnostics Division

100 Abbott Park Road
Abbott Park, IL 60064 USA

Manufacturer SRN

TBD

Authorized Representative
(Name and Address)

Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
Germany

Authorized Representative SRN

DE-AR-000009457

Produced by (Site of Manufacture)
(Name and Address)

ThermoFisher
8365 Valley Pike
Middletown, VA 22645 USA

Conformity Assessment Procedure

Annex II and III

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole

responsibility of the manufacturer.

Full Name: Cheryl Nowlan Full Name:
Function: _Site QA, Director Quality Assurance Function:
i
Signature: Ijl/w N m"fm Signature:
J
Date of Approval: /95 M A 2w0ZLl Date of Approval:

Signed for, and on

behalf of: Abbott Laboratories, Abbott Park, USA

Katie Bessette

Director Regulatory Affairs

Fah oot

/B/‘ﬂ/la%~;2d22\

Date Issued:

Place Issued:

Supersedes: N/A

/& - (ﬂapov A2

Effective (Date
or Lot Number):
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Abbott
EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name
BG EC JIEKJIAPALIMSA 3A CbOTBETCTBUE bazos UDI-DI HaumenoBanue Ha 6a3zoB UDI-DI
CS | EUPROHLASENI O SHODE Zakladni UDI-DI Nézev zakladniho UDI-DI
DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundlzggende UDI-DI-navn
DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name
EL AHAQYXH ZYMMOP®QXHY EE Baowd UDI-DI Ovouaoio Bacikod UDI-DI
ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Bésico
ET ELi vastavusdeklaratsioon P6hi-UDI-DI P6hi-UDI-DI nimi
FR Déclaration de conformité UE 1UD-ID de base Nom 1UD-ID de base
HR EU 1IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI
HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve
IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base
LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums
LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas
NO EU-samsvarserklering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn
PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI
PT DECLARA(;AO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico
RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza
SK EU VYHLASENIE O ZHODE Z&kladny UDI-DI Nazov zakladného UDI-DI
SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pé grundlaggande UDI-DI
TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi
EN Risk Class List Number and Size Code Product and Trade Name
BG Kiac ciopen pucka Karasio)xkeH Homep 1 Ko Ha pa3mepa MMe Ha poJIyKTa U ThPrOBCKO HAMMEHOBAaHUE
CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Néazev produktu a obchodni nazev
velikost soupravy
DA Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og varemarkenavn
DE Risikoklasse Bestellnummer und GréRencode Produkt- und Handelsname
EL Koatnyopio kivédvou Kwdikodg IMpoidvtog kot Kmdikdg Tuokevoociog IIpoidv kot Epmopikn Ovopacio
ES Clase de riesgo NUmero de referencia y cédigo de tamafio Producto y marca comercial
ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi
FR Classe de risque Référence Nom de produit et de marque
HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zasti¢eni naziv
HU Kockazati osztaly Listaszam és készletkiszerelés-kad Termék- és kereskedelmi név
IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale
LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums
LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai
NO Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og handelshavn
PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa
PT Classe de risco Numero de lista e cddigo de apresentacdo Produto e nome comercial
RO Clasa de risc Numidr de lista si cod dimensiune Denumirea produsului si denumirea comerciala
SK Rizikova trieda Katalogové Eislo Nézov produktu a obchodny nazov
SV Riskklass Listnummer och storlekskod Produkt och firmanamn
TR | Risk Smifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi
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Abbott
EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kog GMDN Kox EMDN ITpousBouTeN (MME U aApEC) EPH nHa npousBoauTens
CS | Kéd GMDN Kéd EMDN Vyrobce (nazev a adresa) Jediné registraéni Cislo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdwdg GMDN Kodwoés EMDN Kartaokevaotig (Ovopa kot Atevbvvon) SRN (Movadwog Apifpog Mntpmov)
(Ovopatoroyia (Ovopatoroyio Kartaokevaom
L0TPOTEYVOLOYIKMDV OTPOTEYVOLOY KMV
TPOIOVIOV) TPOIOVI®V)
ES | Cédigo GMDN Cddigo EMDN Fabricante (nombre y direccién) SRN (ndmero de registro Unico) del fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numeéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj) proizvodaca
HU | GMDN-kéd EMDN-kéd Gyartd (név és cim) Gyartd egyedi regisztraciés szdma (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) RaZotaja vienotais registracijas numurs (VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy priemoniy
nomenklatiiros kodas nomenklatiiros kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny producenta
Nomenklatury
Wyrobéw Medycznych
PT Codigo GMDN Cédigo EMDN Fabricante (Nome e Morada) Numero Unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producator
SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné &islo (SRN) vyrobcu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si

Page 3 of 7




cJ

Abbott

EN

Authorized Representative (Name
and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)
(Name and Address)

Conformity Assessment Procedure

BG YII'BIHOMOIICH NIPEICTaBUTEI (MME U EPH Ha ynbiaHOMOLIEHHS IpousseneHo ot (MACTO Ha IIpouenypa 3a orieHKa Ha
azpec) MIPEJICTABUTE MPOU3BOJICTBO) (MME U ajipec) CBOTBETCTBHETO
CS | Zplnomocnény zastupce (nazev a Jediné registraéni ¢islo Vyrobeno (misto vyroby) Postup posuzovani shody
adresa) zplnomocnéného zéstupce (ndzev a adresa)
DA | Autoriseret reprasentant (navn og Autoriseret reprasentants SRN Produceret af (fremstillingssted) Overensstemmelsesvurderingsproced
adresse) (navn og adresse) ure
DE | Bevollméachtigter (Name und SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort) | Konformitatsbewertungsverfahren
Adresse) (Name und Adresse)
EL E&ovo1000Tnpévog AVImpdomnog SRN E&ovoiodotnpévou Kartaokevdleton omd (Epyootécto Awdwkacio a&lordynong
(Ovopa kot AtevBovon) AvTImpocsOTov napayyns) GUUUOPPMONG
(Ovopacia kot AtevBuven)
ES Representante autorizado (nombre y SRN (ndmero de registro Gnico) del Producido por (Lugar de fabricacién) Procedimiento de evaluacién de la
direccion) representante autorizado (Nombre y direccion) conformidad
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootja (tootmiskoht) (nimi ja aadress) | Vastavushindamismenetlus
registreerimisnumber
FR | Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication) Procédure d’évaluation de la
mandataire (nom et adresse) conformité
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje) Postupak ocjenjivanja sukladnosti
ovlaStenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és Meghatalmazott képviseld egyedi Gyart6 (gyartas helye) Megfeleldségértékelési eljaras
cim) regisztraciés szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) Prodotto da (sito di fabbricazione) Procedura di valutazione della
del mandatario (nome e indirizzo) conformita
LV | Pilnvarotais parstavis (nosaukums un | Pilnvarota parstavja vienotais Razots (razo$anas vieta) Atbilstibas novertésanas procedira
adrese) registracijas numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis Pagaminta (gamybos vieta) Atitikties vertinimo procediira
adresas) registracijos numeris (pavadinimas ir adresas)
NO | Autorisert representant (navn og Den autoriserte representantens SRN Produsert av (produksjonssted) Framgangsmate for
adresse) (navn og adresse) samsvarsvurdering
PL | Upowazniony przedstawiciel (nazwai | Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce Procedura oceny zgodnosci
adres) upowaznionego przedstawiciela produkc;ji)
(nazwa i adres)
PT Mandatério (Nome e Morada) NUmero Unico de registo do Produzido por (Local de fabrico) Procedimento de avaliacdo da
mandatério (Nome e Morada) conformidade
RO | Reprezentant autorizat (nume si SRN reprezentant autorizat Produs de citre (locatie productie) Procedura de evaluare a conformitatii
adresd) (nume si adresa)
SK | Autorizovany zastupca (ndzov a Jediné registracné ¢islo (SRN) Vyrobené (miesto vyrohy) Postup posudzovania zhody
adresa) autorizovaného zastupcu (n&zov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn | Forfarande for beddmning av
adress) och adress) dverensstammelse
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi) Uygunluk Degerlendirme Prosediirii

(Isim ve Adres)
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Abbott
EN | AnnexIland Il Full Name
BG | Ipunoxenue Il u 11 [Ib1HO HaMMEHOBaHHE
CS Piiloha II a III Cely nazev
DA | Bilaglloglll Fulde navn
DE | Anhang Il und Ill Vollstdndiger Name
EL Tapdaptnua IT ko 1T IIAnpng ovopacio
ES Anexos Il y Il Nombre completo
ET 11 ja Il lisa Taisnimi
FR Annexes Il et 111 Nom complet
HR | Prilog Il. i Ill. Puni naziv
HU [ Il és 1I1. melléklet Teljes név
IT Allegati Il e 1l Nome completo
LV 11 un 111 pielikums Pilns nosaukums
LT ILir 111 priedai Vardas ir pavardé
NO | Vedlegg Il og Ill Fullt navn
PL Zatgcznik 11 oraz 11T Imie i nazwisko
PT Anexo Il e 1l Nome completo
RO | Anexallsilll Numele complet
SK | Prilohallalll Cely ndzov
sV Bilaga Il och Ill Fullstandigt namn
TR Ek Il ve lll Ad1 Soyadi
EN Function Signed for, and on behalf of Date Issued
BG JrbxkHOCT TToanucaHo 3a ¥ OT UMETO HA JlaTa Ha u3aBaHe
CS Funkce Podepsano za a jménem Datum vydani
DA Funktion Underskrevet for og pé vegne af Udstedelsesdato
DE Funktion Unterzeichnet fiir und im Auftrag von Datum
EL Agitovpyia Yroypdoetan yio kot €K HEPOVS TOV/TNG Hugpounvio ékdoong
ES Funcién Firmada por, y en nombre de Fecha
ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Valjaandmise kuupdev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alaird a kovetkezd képviseletében és nevében Kiadas datuma
IT Funzione Firmato a nome e per conto di Data di rilascio
LV Amats Parakstits $adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasira§oma, pavadinimas ISdavimo data
NO | Funksjon Signert for, og pé& vegne av Utstedelsesdato
PL Funkcja Podpisano w imieniu Data wydania
PT Funcéo Assinado e em nome de Data de emissdo
RO Functia Semnat pentru si in numele Data eliberarii
SK Funkcia Podpisané za a v mene Déatum vydania
sV Funktion Undertecknat for och pd uppdrag av Datum for utfardande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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Abbott
EN Supersedes Signature Date of Approval
BG 3amecTBa IToamuc Jara Ha oio0peHue
CS Nahrazuje Podpis Datum schvaleni
DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikodiotd Yroypaon Hugpounvio éyxprong
ES Sustituye Firma Fecha de aprobacion
ET Asendab AllKiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de I’autorisation
HR Zamjenjuje Potpis Datum odobrenja
HU | Hatalytalanitja a kovetkez6 dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia ParaSas Patvirtinimo data
NO | Erstatter Signatur Godkjenningsdato
PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovacéo
RO | Tnlocuitor Semnaturd Data aprobarii
SK Nahradza Podpis Datum schvélenia
sV Ersatter Namnteckning Datum fér godkénnande
TR | Yerini aldig belge imza Onay Tarihi
EN Place Issued Effective (Date or Lot Number)
BG MsicTo Ha u3iaBaHe B cuia o1/3a (ara miid HOMEp Ha MapTHa)
CS Misto vydani Uginné od (datum nebo &islo Sarze)
DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)
DE Ort Giltig ab (Datum oder Chargenbezeichnung)
EL Toémog ékdoong g 1oyb and (Huepounvia i) ap. moptidag)
ES Expedida en Efectiva (fecha o nimero de lote)
ET Viljaandmise koht Joustumine (kuupdev voi partiinumber)
FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)
HR Mijesto izdavanja Stupa na snagu (datum ili broj serije)
HU | Kiadas helye Hatalybalépés (datum vagy tételszam)
IT Luogo di rilascio Valido da (data 0 numero di lotto)
LV Izdo$anas vieta Spéka no (datums vai partijas numurs)
LT I§davimo vieta Isigalioja (data arba partijos numeris)
NO | Utstedelsessted Gjelder fra (dato eller lotnummer)
PL Miejsce wydania Obowigzuje od (data lub numer partii)
PT Local de emissao Efetividade (Data ou nimero de lote)
RO | Locul eliberarii Valabilitate (data sau numarul lotului)
SK Miesto vydania Uginnost od (d4tum alebo &islo Sarze)
SV Plats for utfardande Verkstalligt (datum eller lotnummer)
TR Diizenlendigi Yer Yiiriirliik (Tarih veya Lot Numarasi)
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Abbott

EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices. This declaration is
made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG

Hue, nonynoanucanuTe, ¢ HACTOSLIOTO JEKIapUpaMe, Y€ rOpEONHCaHOTO(UTE) MEJULIMHCKO(M) U3ie1e(s) 3a HHBUTPO JIMarHoCTHKa OTroBaps(T) Ha
npunoxumute pasnopenou Ha Permament (EC) 2017/746 na EBponeiickus napaaMenT 1 Ha ChBeTa oT 5 anpmin 2017 r. OTHOCHO MEAUIIMHCKHUTE W3NS 32
MHBUTPO JUarHocTHka. Ta3u aekapanus e HalpaBeHa B cboTBeTcTBHE C [Ipunoxkenue IV Ha Pernamenra 3a [IVD u 3a HelfHOTO M31aBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO NPOU3BOIUTEIIAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-€) zdravotnicky(-é) prosttedek (prosttedky) in vitro uvedeny(-é) vyse je (jsou) ve shodé
S piislusnymi ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in
vitro. Toto prohlaSeni je v souladu s Piilohou IV natizeni IVD a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklerer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de gealdende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erklering afgives
i overensstemmelse med IVD-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkléren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der VVerordnung (EU) 2017/746 des Europdischen Parlaments und des Rates vom 5. April 2017 iiber In-vitro-Diagnostika erfullen. Diese
Erklarung erfolgt gema Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdeovteg, SNADOVOLUE E TO TAPOV OTL TOL TPOUVAPEPOUEVA SI0YVOGTIKE L0.TPOTEXVOAOYIKA TPOIOVTO GUUHOPOMVOVTOL LE TIG IGYVOVOEG
SoréEers Tov Kavoviopoo (EE) 2017/746 tov Evponaikod KowoBoviiov kat Tov Zvpfoviiov g 5% Ampidiov 2017 oyetikd pe ta in vitro S1oyvootikd
wrpoteyvoroykd mpoidvto. H dniwon avt yivetor copewva pe to Mapdaptpoe 1V tov Koavoviepod 1VD kot ekdidetor pe amokAeiotikn vdovn tov
KOTOOKEVOOTN

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para
diagnostico in vitro. Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD y es emitida bajo la exclusiva responsabilidad del
fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
méaruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sétetele. See deklaratsioon on koostatud vastavalt IVD mééaruse 1V
lisale ning selle véljastamise eest vastutab ainult tootja.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in
vitro. Cette déclaration est établie conformément a I’Annexe 1V du Reglement DIV sous la seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vijeca od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod isklju¢ivom odgovorno§éu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszkdz(6k) megfelel(nek) az Eurépai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszk6zokrél szo616 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkozé rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyartd kizarolagos feleldssége alapjan keriilt kiadasra.

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) &(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato 1V del regolamento I\VVD ed é rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Megs, apaksa parakstijusies, ar So pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piem&rojamajam prasibam par in vitro diagnostikas mediciniskam iericém. S deklaracija ir sagatavota saskana
ar IVD regulas IV pielikumu un par izdoSanu atbild vienigi razotajs.

LT

Mes, toliau pasiraSiusieji (-iusiosios), pareiskiame, kad anksciau minéta (-0s) in vitro diagnostikos medicinos priemoné (-¢s) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis [VD reglamento IV priedu ir yra i§duodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfart ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
rédsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erklaringen er utarbeidet i overensstemmelse med
vedlegg 1V i IVD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o§wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in
vitro. Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR i wydana na wytaczna odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagndstico in vitro descritos acima estdo em conformidade com as disposicoes
aplicaveis do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnéstico in
vitro. Esta declaracéo é feita em conformidade com o0 anexo IV do Regulamento IVD e é emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declardm ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro.
Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD si este emisd sub responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnosticka(-€) zdravotnicka(-e) pomacka(-y) uvedend(-¢) vyssie je (sua) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro. Toto vyhlésenie je v stlade
S Prilohou IV k Nariadeniu IVD a vydéva sa na vyhradnii zodpovednost’ vyrobcu.

SV

Vi, undertecknade, forsakrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstdmmer med de tillampliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
forsékran gors i enlighet med bilaga IV till IVD-férordningen och utférdas under tillverkarens enskilda ansvar.

TR

Biz, asagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan
2017 tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yonetmeligi Ek IV uyarinca
yapilmistir ve iireticinin miinhasir sorumlulugu altindadir.

End of form
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Abbott

Basic UDI-DI:
Basic UDI-DI Name:
Risk Class:

038074RUHO0852XM

EU Declaration of Conformity

CELL-DYN WBC Lyse

Class A

List Number
and Size Code

Product and Trade Name

GMDN Code EMDN Code

08H52-01

CELL-DYN WBC Lyse

61165 w0103

Manufacturer
(Name and Address)

Abbott Laboratories
Diagnostics Division

100 Abbott Park Road
Abbott Park, IL 60064 USA

Manufacturer SRN

TBD

Authorized Representative
(Name and Address)

Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
Germany

Authorized Representative SRN

DE-AR-000009457

Produced by (Site of Manufacture)
(Name and Address)

ThermoFisher
8365 Valley Pike
Middletown, VA 22645 USA

Conformity Assessment Procedure

Annex Il and II1

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole

responsibility of the manufacturer.

Full Name: Cheryl Nowlan Full Name:
Function: Site QA, Director Quality Assurance Function:
Signature: P W ?L,ﬁ /\) M"FM Signature:

Date of Approval: / % M A‘\l 207/7/ Date of Approval:

Signed for, and on

behalf of: Abbott Laboratories, Abbott Park, USA

Katie Bessette

Director Regulatory Affairs

’ 4
¥ ~ (Vla%~ 2832

Date Issued:

Place Issued:

Supersedes: N/A

/T - /770/%- 2023

Effective (Date
or Lot Number):
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Abbott
EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name
BG EC JIEKJIAPALIMSA 3A CbOTBETCTBUE bazos UDI-DI HaumenoBanue Ha 6a3zoB UDI-DI
CS | EUPROHLASENI O SHODE Zakladni UDI-DI Nézev zakladniho UDI-DI
DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundlzggende UDI-DI-navn
DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name
EL AHAQYXH ZYMMOP®QXHY EE Baowd UDI-DI Ovouaoio Bacikod UDI-DI
ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Bésico
ET ELi vastavusdeklaratsioon P6hi-UDI-DI P6hi-UDI-DI nimi
FR Déclaration de conformité UE 1UD-ID de base Nom 1UD-ID de base
HR EU 1IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI
HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve
IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base
LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums
LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas
NO EU-samsvarserklering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn
PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI
PT DECLARA(;AO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico
RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza
SK EU VYHLASENIE O ZHODE Z&kladny UDI-DI Nazov zakladného UDI-DI
SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pé grundlaggande UDI-DI
TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi
EN Risk Class List Number and Size Code Product and Trade Name
BG Kiac ciopen pucka Karasio)xkeH Homep 1 Ko Ha pa3mepa MMe Ha poJIyKTa U ThPrOBCKO HAMMEHOBAaHUE
CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Néazev produktu a obchodni nazev
velikost soupravy
DA Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og varemarkenavn
DE Risikoklasse Bestellnummer und GréRencode Produkt- und Handelsname
EL Koatnyopio kivédvou Kwdikodg IMpoidvtog kot Kmdikdg Tuokevoociog IIpoidv kot Epmopikn Ovopacio
ES Clase de riesgo NUmero de referencia y cédigo de tamafio Producto y marca comercial
ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi
FR Classe de risque Référence Nom de produit et de marque
HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zasti¢eni naziv
HU Kockazati osztaly Listaszam és készletkiszerelés-kad Termék- és kereskedelmi név
IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale
LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums
LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai
NO Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og handelshavn
PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa
PT Classe de risco Numero de lista e cddigo de apresentacdo Produto e nome comercial
RO Clasa de risc Numidr de lista si cod dimensiune Denumirea produsului si denumirea comerciala
SK Rizikova trieda Katalogové Eislo Nézov produktu a obchodny nazov
SV Riskklass Listnummer och storlekskod Produkt och firmanamn
TR | Risk Smifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi
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Abbott
EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kog GMDN Kox EMDN ITpousBouTeN (MME U aApEC) EPH nHa npousBoauTens
CS | Kéd GMDN Kéd EMDN Vyrobce (nazev a adresa) Jediné registraéni Cislo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdwdg GMDN Kodwoés EMDN Kartaokevaotig (Ovopa kot Atevbvvon) SRN (Movadwog Apifpog Mntpmov)
(Ovopatoroyia (Ovopatoroyio Kartaokevaom
L0TPOTEYVOLOYIKMDV OTPOTEYVOLOY KMV
TPOIOVIOV) TPOIOVI®V)
ES | Cédigo GMDN Cddigo EMDN Fabricante (nombre y direccién) SRN (ndmero de registro Unico) del fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numeéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj) proizvodaca
HU | GMDN-kéd EMDN-kéd Gyartd (név és cim) Gyartd egyedi regisztraciés szdma (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) RaZotaja vienotais registracijas numurs (VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy priemoniy
nomenklatiiros kodas nomenklatiiros kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny producenta
Nomenklatury
Wyrobéw Medycznych
PT Codigo GMDN Cédigo EMDN Fabricante (Nome e Morada) Numero Unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producator
SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné &islo (SRN) vyrobcu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si
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Abbott

EN

Authorized Representative (Name
and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)
(Name and Address)

Conformity Assessment Procedure

BG YII'BIHOMOIICH NIPEICTaBUTEI (MME U EPH Ha ynbiaHOMOLIEHHS IpousseneHo ot (MACTO Ha IIpouenypa 3a orieHKa Ha
azpec) MIPEJICTABUTE MPOU3BOJICTBO) (MME U ajipec) CBOTBETCTBHETO
CS | Zplnomocnény zastupce (nazev a Jediné registraéni ¢islo Vyrobeno (misto vyroby) Postup posuzovani shody
adresa) zplnomocnéného zéstupce (ndzev a adresa)
DA | Autoriseret reprasentant (navn og Autoriseret reprasentants SRN Produceret af (fremstillingssted) Overensstemmelsesvurderingsproced
adresse) (navn og adresse) ure
DE | Bevollméachtigter (Name und SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort) | Konformitatsbewertungsverfahren
Adresse) (Name und Adresse)
EL E&ovo1000Tnpévog AVImpdomnog SRN E&ovoiodotnpévou Kartaokevdleton omd (Epyootécto Awdwkacio a&lordynong
(Ovopa kot AtevBovon) AvTImpocsOTov napayyns) GUUUOPPMONG
(Ovopacia kot AtevBuven)
ES Representante autorizado (nombre y SRN (ndmero de registro Gnico) del Producido por (Lugar de fabricacién) Procedimiento de evaluacién de la
direccion) representante autorizado (Nombre y direccion) conformidad
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootja (tootmiskoht) (nimi ja aadress) | Vastavushindamismenetlus
registreerimisnumber
FR | Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication) Procédure d’évaluation de la
mandataire (nom et adresse) conformité
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje) Postupak ocjenjivanja sukladnosti
ovlaStenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és Meghatalmazott képviseld egyedi Gyart6 (gyartas helye) Megfeleldségértékelési eljaras
cim) regisztraciés szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) Prodotto da (sito di fabbricazione) Procedura di valutazione della
del mandatario (nome e indirizzo) conformita
LV | Pilnvarotais parstavis (nosaukums un | Pilnvarota parstavja vienotais Razots (razo$anas vieta) Atbilstibas novertésanas procedira
adrese) registracijas numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis Pagaminta (gamybos vieta) Atitikties vertinimo procediira
adresas) registracijos numeris (pavadinimas ir adresas)
NO | Autorisert representant (navn og Den autoriserte representantens SRN Produsert av (produksjonssted) Framgangsmate for
adresse) (navn og adresse) samsvarsvurdering
PL | Upowazniony przedstawiciel (nazwai | Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce Procedura oceny zgodnosci
adres) upowaznionego przedstawiciela produkc;ji)
(nazwa i adres)
PT Mandatério (Nome e Morada) NUmero Unico de registo do Produzido por (Local de fabrico) Procedimento de avaliacdo da
mandatério (Nome e Morada) conformidade
RO | Reprezentant autorizat (nume si SRN reprezentant autorizat Produs de citre (locatie productie) Procedura de evaluare a conformitatii
adresd) (nume si adresa)
SK | Autorizovany zastupca (ndzov a Jediné registracné ¢islo (SRN) Vyrobené (miesto vyrohy) Postup posudzovania zhody
adresa) autorizovaného zastupcu (n&zov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn | Forfarande for beddmning av
adress) och adress) dverensstammelse
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi) Uygunluk Degerlendirme Prosediirii

(Isim ve Adres)
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Abbott
EN | AnnexIland Il Full Name
BG | Ipunoxenue Il u 11 [Ib1HO HaMMEHOBaHHE
CS Piiloha II a III Cely nazev
DA | Bilaglloglll Fulde navn
DE | Anhang Il und Ill Vollstdndiger Name
EL Tapdaptnua IT ko 1T IIAnpng ovopacio
ES Anexos Il y Il Nombre completo
ET 11 ja Il lisa Taisnimi
FR Annexes Il et 111 Nom complet
HR | Prilog Il. i Ill. Puni naziv
HU [ Il és 1I1. melléklet Teljes név
IT Allegati Il e 1l Nome completo
LV 11 un 111 pielikums Pilns nosaukums
LT ILir 111 priedai Vardas ir pavardé
NO | Vedlegg Il og Ill Fullt navn
PL Zatgcznik 11 oraz 11T Imie i nazwisko
PT Anexo Il e 1l Nome completo
RO | Anexallsilll Numele complet
SK | Prilohallalll Cely ndzov
sV Bilaga Il och Ill Fullstandigt namn
TR Ek Il ve lll Ad1 Soyadi
EN Function Signed for, and on behalf of Date Issued
BG JrbxkHOCT TToanucaHo 3a ¥ OT UMETO HA JlaTa Ha u3aBaHe
CS Funkce Podepsano za a jménem Datum vydani
DA Funktion Underskrevet for og pé vegne af Udstedelsesdato
DE Funktion Unterzeichnet fiir und im Auftrag von Datum
EL Agitovpyia Yroypdoetan yio kot €K HEPOVS TOV/TNG Hugpounvio ékdoong
ES Funcién Firmada por, y en nombre de Fecha
ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Valjaandmise kuupdev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alaird a kovetkezd képviseletében és nevében Kiadas datuma
IT Funzione Firmato a nome e per conto di Data di rilascio
LV Amats Parakstits $adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasira§oma, pavadinimas ISdavimo data
NO | Funksjon Signert for, og pé& vegne av Utstedelsesdato
PL Funkcja Podpisano w imieniu Data wydania
PT Funcéo Assinado e em nome de Data de emissdo
RO Functia Semnat pentru si in numele Data eliberarii
SK Funkcia Podpisané za a v mene Déatum vydania
sV Funktion Undertecknat for och pd uppdrag av Datum for utfardande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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Abbott
EN Supersedes Signature Date of Approval
BG 3amecTBa IToamuc Jara Ha oio0peHue
CS Nahrazuje Podpis Datum schvaleni
DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikodiotd Yroypaon Hugpounvio éyxprong
ES Sustituye Firma Fecha de aprobacion
ET Asendab AllKiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de I’autorisation
HR Zamjenjuje Potpis Datum odobrenja
HU | Hatalytalanitja a kovetkez6 dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia ParaSas Patvirtinimo data
NO | Erstatter Signatur Godkjenningsdato
PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovacéo
RO | Tnlocuitor Semnaturd Data aprobarii
SK Nahradza Podpis Datum schvélenia
sV Ersatter Namnteckning Datum fér godkénnande
TR | Yerini aldig belge imza Onay Tarihi
EN Place Issued Effective (Date or Lot Number)
BG MsicTo Ha u3iaBaHe B cuia o1/3a (ara miid HOMEp Ha MapTHa)
CS Misto vydani Uginné od (datum nebo &islo Sarze)
DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)
DE Ort Giltig ab (Datum oder Chargenbezeichnung)
EL Toémog ékdoong g 1oyb and (Huepounvia i) ap. moptidag)
ES Expedida en Efectiva (fecha o nimero de lote)
ET Viljaandmise koht Joustumine (kuupdev voi partiinumber)
FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)
HR Mijesto izdavanja Stupa na snagu (datum ili broj serije)
HU | Kiadas helye Hatalybalépés (datum vagy tételszam)
IT Luogo di rilascio Valido da (data 0 numero di lotto)
LV Izdo$anas vieta Spéka no (datums vai partijas numurs)
LT I§davimo vieta Isigalioja (data arba partijos numeris)
NO | Utstedelsessted Gjelder fra (dato eller lotnummer)
PL Miejsce wydania Obowigzuje od (data lub numer partii)
PT Local de emissao Efetividade (Data ou nimero de lote)
RO | Locul eliberarii Valabilitate (data sau numarul lotului)
SK Miesto vydania Uginnost od (d4tum alebo &islo Sarze)
SV Plats for utfardande Verkstalligt (datum eller lotnummer)
TR Diizenlendigi Yer Yiiriirliik (Tarih veya Lot Numarasi)
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Abbott

EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices. This declaration is
made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG

Hue, nonynoanucanuTe, ¢ HACTOSLIOTO JEKIapUpaMe, Y€ rOpEONHCaHOTO(UTE) MEJULIMHCKO(M) U3ie1e(s) 3a HHBUTPO JIMarHoCTHKa OTroBaps(T) Ha
npunoxumute pasnopenou Ha Permament (EC) 2017/746 na EBponeiickus napaaMenT 1 Ha ChBeTa oT 5 anpmin 2017 r. OTHOCHO MEAUIIMHCKHUTE W3NS 32
MHBUTPO JUarHocTHka. Ta3u aekapanus e HalpaBeHa B cboTBeTcTBHE C [Ipunoxkenue IV Ha Pernamenra 3a [IVD u 3a HelfHOTO M31aBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO NPOU3BOIUTEIIAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-€) zdravotnicky(-é) prosttedek (prosttedky) in vitro uvedeny(-é) vyse je (jsou) ve shodé
S piislusnymi ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in
vitro. Toto prohlaSeni je v souladu s Piilohou IV natizeni IVD a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklerer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de gealdende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erklering afgives
i overensstemmelse med IVD-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkléren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der VVerordnung (EU) 2017/746 des Europdischen Parlaments und des Rates vom 5. April 2017 iiber In-vitro-Diagnostika erfullen. Diese
Erklarung erfolgt gema Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdeovteg, SNADOVOLUE E TO TAPOV OTL TOL TPOUVAPEPOUEVA SI0YVOGTIKE L0.TPOTEXVOAOYIKA TPOIOVTO GUUHOPOMVOVTOL LE TIG IGYVOVOEG
SoréEers Tov Kavoviopoo (EE) 2017/746 tov Evponaikod KowoBoviiov kat Tov Zvpfoviiov g 5% Ampidiov 2017 oyetikd pe ta in vitro S1oyvootikd
wrpoteyvoroykd mpoidvto. H dniwon avt yivetor copewva pe to Mapdaptpoe 1V tov Koavoviepod 1VD kot ekdidetor pe amokAeiotikn vdovn tov
KOTOOKEVOOTN

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para
diagnostico in vitro. Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD y es emitida bajo la exclusiva responsabilidad del
fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
méaruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sétetele. See deklaratsioon on koostatud vastavalt IVD mééaruse 1V
lisale ning selle véljastamise eest vastutab ainult tootja.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in
vitro. Cette déclaration est établie conformément a I’Annexe 1V du Reglement DIV sous la seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vijeca od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod isklju¢ivom odgovorno§éu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszkdz(6k) megfelel(nek) az Eurépai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszk6zokrél szo616 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkozé rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyartd kizarolagos feleldssége alapjan keriilt kiadasra.

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) &(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato 1V del regolamento I\VVD ed é rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Megs, apaksa parakstijusies, ar So pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piem&rojamajam prasibam par in vitro diagnostikas mediciniskam iericém. S deklaracija ir sagatavota saskana
ar IVD regulas IV pielikumu un par izdoSanu atbild vienigi razotajs.

LT

Mes, toliau pasiraSiusieji (-iusiosios), pareiskiame, kad anksciau minéta (-0s) in vitro diagnostikos medicinos priemoné (-¢s) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis [VD reglamento IV priedu ir yra i§duodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfart ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
rédsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erklaringen er utarbeidet i overensstemmelse med
vedlegg 1V i IVD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o§wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in
vitro. Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR i wydana na wytaczna odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagndstico in vitro descritos acima estdo em conformidade com as disposicoes
aplicaveis do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnéstico in
vitro. Esta declaracéo é feita em conformidade com o0 anexo IV do Regulamento IVD e é emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declardm ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro.
Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD si este emisd sub responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnosticka(-€) zdravotnicka(-e) pomacka(-y) uvedend(-¢) vyssie je (sua) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro. Toto vyhlésenie je v stlade
S Prilohou IV k Nariadeniu IVD a vydéva sa na vyhradnii zodpovednost’ vyrobcu.

SV

Vi, undertecknade, forsakrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstdmmer med de tillampliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
forsékran gors i enlighet med bilaga IV till IVD-férordningen och utférdas under tillverkarens enskilda ansvar.

TR

Biz, asagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan
2017 tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yonetmeligi Ek IV uyarinca
yapilmistir ve iireticinin miinhasir sorumlulugu altindadir.

End of form
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a Abbott

Declaration of Conformity

Certificate Identification: SC-08H59
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, IL 60064 USA
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
08H59-01 55866 CELL-DYN 26 Plus Control, Full Pack Self-declared
08H59-02 55866 CELL-DYN 26 Plus Control, Half Pack Self-declared
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of

the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: (\M\w‘%ﬂ -
N N

Full Name: Barry Simpson

Position: Site Quality Manager

Date of Approval: 1% e, 2012

Date Issued: JUN 30 2015
IRIS V35
Supersedes: February 26, 2015

CELL-DYN 26 Plus Control
June 2015

Signature:

Full Name:

Position:
Date of Approval:

Place Issued;

Effective (Date or
Lot Number):

S Sy

Marcy Jaqua

Director, Regulatory Affairs

@W EO/E

Abbott Santa Clara

JUL 06 2015

Declaration of Conformity
(IRIS V6)
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a Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

SC-99644

Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
99644-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared
CONCENTRATE
93641-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared
CONCENTRATE

address)

Authorized European
Representative (name and

ABBOTT
Max-Planck-Ring 2
65205 Wiesbaden, Germany

address)

Storage site of technical
documentation (name and

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054 USA

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.
This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

'\%Uv ‘\‘\\M Signature: &

Signature:
Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

\

Barry Simpson Full Name:

Quality Manager Position:

o e Pk 2014 Date of Approval:
SEP 0 4 2015 Place Issued:

IRIS V4, Effective (Date or Lot

January 10, 2014 Number):

CELL-DYN ENZYMATIC CLEANER CONCENTRATE

September 2015

279 s

LY

Marcy Jaqua

Regulatory Affairs , Director

Abbott Santa Clara

SEP 11 2015

Declaration of Conformity
(IRIS V5)
Page 1 of |
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