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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 010051 0139 Rev. 01

Product Service

Holder of Certificate: Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY

Certification Mark:

k. ENiso 1345

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Manufacture and
Warehousing of In-vitro Diagnostic Reagents for
Clinical Chemistry, Immunochemistry, Hematology
and Infectious Immunology. The provision of
Warehousing and Distribution services of In-vitro
Diagnostic medical devices and medical devices.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the Testing, Certification,
Validation and Verification Regulations TUV SUD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?q=cert:Q5 010051 0139 Rev. 01

Report No.: 713332354 _IVDR
Valid from: 2024-10-01
Valid until: 2027-09-30

c@»‘(—\/

Date, 2024-07-11 _ Christoph Dicks

Digitally signed by Ceaicovschi Tudor o : I
Date: 2024.12.12 10-06:11 EET Head of Certification/Notified Body
Reason: MoldSign Signature

Location: Moldova
MOLDOVA EUROPEANA

un s ®
Page 1 of 2 TOV

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20010051%200139%20Rev.%2001
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 010051 0139 Rev. 01

Applied Standard(s): SO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, GERMANY

Design and Development, Manufacture and Warehousing of
In-vitro Diagnostic Reagents for Clinical Chemistry,
Immunochemistry, Hematology and Infectious Immunology.

Abbott Diagnostics GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, GERMANY

The provision of Warehousing and Distribution services of
In-vitro Diagnostic medical devices and medical devices.

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 054869 0011 Rev. 02

Product Service

Holder of Certificate: Abbott Ireland Diagnostics Division
Lisnamuck
Longford
Co. Longford
IRELAND

Certification Mark:

k. ENiso 1345

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Manufacture and
Distribution of In-Vitro Diagnostic Reagents for
Clinical Chemistry and Imnmunochemistry.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity

see: www.tuvsud.com/ps-cert?g=cert:Q5 054869 0011 Rev. 02

Report No.: 713280794
Valid from: 2023-09-01
Valid until: 2026-08-31

c@»‘(—\/

Date, 2023-07-14 Christoph Dicks
Head of Certification/Notified Body

un s ®
Page 1 of 2 TOV

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20054869%200011%20Rev.%2002
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 054869 0011 Rev. 02

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, IRELAND

See Scope of Certificate

Page 2 of 2
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany

Product Service
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ZERTIFIKAT & CERTIFICATE o

** *** Benannt durch/Designated by

Zentralstelle der Lander

f !._é ** fiir Gesundheitsschutz
- o %

=_—— bei Arzneimitteln und

Medizinprodukten
*‘k e ‘A"’A" BS-TVDR-099

www.zlg.de

Product Service

EU Quality Management System Certificate (IVDR)

Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices,
Annex IX Chapters | and Il (Class C and B Devices excluding self-/near-patient-testing and
Companion Diagnostics)

No. V12 054869 0013 Rev. 01

Manufacturer: Abbott Ireland Diagnostics Division
Lisnamuck
Longford
Co. Longford
IRELAND

SRN Manufacturer: IE-MF-000010070

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in Article
10 (8) of the Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices. Details on devices
covered by the quality management system are described on the following page(s).

The Report referenced below summarizes the result of the assessment and includes reference to
relevant CS, harmonized standards, audit and test reports. The conformity assessment has been
carried out according to Annex IX Chapter | and Il of this regulation with a positive result.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. The surveillance assessment includes an assessment of the technical documentation
for the device or devices concerned on the basis of further representative samples.

For details and certificate validity see: www.tuvsud.com/ps-cert?g=cert:\V12 054869 0013 Rev. 01

Report No.: 713235160-02

Preceding Certificate No.: V12 054869 0013 Rev. 00
Valid from: 2021-12-03

Valid until: 2026-11-25

Date of Initial Issuance: 2021-11-26

c@»‘(—\/

Christoph Dicks
Issue date: 2021-12-03 Head of Certification/Notified Body

Page 1 0of 3
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:V12%20054869%200013%20Rev.%2001
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ZERTIFIKAT & CERTIFICATE o

** *** Benannt durch/Designated by

* *

* L@ %

** ‘Aj%
K J K

Zentralstelle der Lander
fiir Gesundheitsschutz
bei Arzneimitteln und

www.zlg.de

Medizinprodukten
BS-IVDR-099

Product Service

EU Quality Management System Certificate (IVDR)

Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices,
Annex IX Chapters | and Il (Class C and B Devices excluding self-/near-patient-testing and
Companion Diagnostics)

No. V12 054869 0013 Rev. 01

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:
IVP Code:

Intended Purpose:

Classification:
Device Group:
IVP Code:

Intended Purpose:

Page 2 of 3

B
w0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVR 0504 - Devices intended to be used to determine the
infectious load, to determine infective disease status or immune
status and devices used for infectious disease staging

B
W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVR 0602 - Devices intended to be used for screening,
determination or monitoring of physiological markers for a specific
disease

B

W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVR 0607 - Devices intended to be used for detection of pregnancy
or fertility testing

B
WO0101 - CLINICAL CHEMISTRY

IVR 0608 - Devices intended to be used for screening,
determination or monitoring of physiological markers

B
w0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVR 0608 - Devices intended to be used for screening,
determination or monitoring of physiological markers

C

WO0101 - CLINICAL CHEMISTRY

IVP 3002 - In vitro diagnostic devices which require knowledge
regarding biochemistry

IVR 0301 - Devices intended to be used in screening, diagnosis,
staging or monitoring of cancer

C

WO0101 - CLINICAL CHEMISTRY

IVP 3002 - In vitro diagnostic devices which require knowledge
regarding biochemistry

IVR 0602 - Devices intended to be used for screening,
determination or monitoring of physiological markers for a specific
disease

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE o

*‘# *** Benannt durch/Designated by

Zentralstelle der Lander

‘*‘_’A‘.’ !._é ‘%* fiir Gesundheitsschutz
- o %

=_—— bei Arzneimitteln und

Medizinprodukten
*‘;"\' e ** BS-TVDR-099

www.zlg.de

Product Service

EU Quality Management System Certificate (IVDR)

Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices,
Annex IX Chapters | and Il (Class C and B Devices excluding self-/near-patient-testing and

Companion Diagnostics)

No. V12 054869 0013 Rev. 01

Classification:
Device Group:
IVP Code:

Intended Purpose:

Classification:
Device Group:
IVP Code:

Intended Purpose:

The validity of this certificate
depends on conditions and/or
is limited to the following:

Revision History:

Page 3 of 3

C

W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVP 3007 - In vitro diagnostic devices which require knowledge
regarding immunoassays

IVR 0602 - Devices intended to be used for screening,
determination or monitoring of physiological markers for a specific
disease

C

w0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVP 3002 - In vitro diagnostic devices which require knowledge
regarding biochemistry

IVR 0504 - Devices intended to be used to determine the
infectious load, to determine infective disease status or immune
status and devices used for infectious disease staging

-none-

Rev. Dated Report
00 2021-11-26 713198595

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ALAZ A

ZERTIFIKAT & CERTIFICATE ¢

‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 054869 0012 Rev. 04

®

America

Certificate Holder: Abbott Ireland Diagnostics Division
Lisnamuck
Longford
Co. Longford
IRELAND

Certification Mark:

. 15013485

Scope of Certificate: Design, Development and Manufacture of In-Vitro
Diagnostic Test Kits and Reagents used in the
Diagnosis of Prenatal Screening, Disease Status,
Cardiatic Markers, Protein Metabolism, Endocrine
Disorders, Renal Dysfunction, Fertility Testing,
Pregnancy Testing and for Therapeutic
Drug Monitoring

Standard(s): ISO 13485:2016

Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, Japan
MHLW / PMDA, USA FDA. See attached for listing of
specific regulatory requirements.

The Certification Body of TUV SUD America Inc. certifies that the quality management system of the
manufacturer listed above has been audited against the stated criteria and found to conform to those
criteria for the scope of certification listed. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:QS6 054869 0012 Rev. 04

TUV SUD America Inc. is an MDSAP Recognized Auditing Organization.

REPs Facility ID: F005102
Report No.: 713319707
Effective Date: 2024-05-28
Expiry Date: 2026-05-30
Page 1 of 2

Date of Issue: 2024-06-05

( Renee Walker )
Director, US Certification Body, MHS

TUV SUD America, Inc. » 401 Edgewater Place Suite #500 » Wakefield + MA 01880 » USA » www.tuvsud.com


http://www.tuvsud.com/
http://www.tuvsud.com/ps-cert?q=cert:QS6%20054869%200012%20Rev.%2004

‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 054869 0012 Rev. 04

=)

America

Regulatory Requirements:  Audit/Certification Criteria

Australia

Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1 (excluding Part 1.6) — Full Quality
Assurance Procedure

Brazil

- RDC ANVISA n. 665/2022 - Good Manufacturing Practices
- RDC ANVISA n. 551/2021

- RDC ANVISA n. 67/2009 - Vigilance

Canada
- Medical Device Regulations — Part 1- SOR 98/282

Japan

- MHLW Ministerial Ordinance No. 169 (2004), as amended by
MHLW Ministerial Ordinance No.60 (2021)

- Japan PMD Act (as applicable)

United States

-21 CFR Part 803

- 21 CFR Part 806

-21 CFR Part 807 — Subparts Ato D
-21 CFR Part 820
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Facility(ies): Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, IRELAND

Facility Scopes: Design, Development and Manufacture of In-Vitro
Diagnostic Test Kits and Reagents used in the
Diagnosis of Prenatal Screening, Disease Status,
Cardiatic Markers, Protein Metabolism, Endocrine
Disorders, Renal Dysfunction, Fertility Testing,
Pregnancy Testing and for Therapeutic
Drug Monitoring
REPs Facility ID: F005102

Page 2 of 2
Date of Issue: 2024-06-05

( Renee Walker )
Director, US Certification Body, MHS

ZERTIFIKAT & CERTIFICATE ¢

o @
TUV
TUV SUD America, Inc. » 401 Edgewater Place Suite #500 » Wakefield + MA 01880 » USA » www.tuvsud.com
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACU0430IT
Basic UDI-DI Name: Albumin BCG2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
0413020 Albumin BC(G2 59071 W01010201
0413030 Albumin BCG2 59071 W01010201

Manufacturer | Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
{Name and Address)

Manufacturer SRN | IE-MF-000010070

Authorized Representative | N/A
{Name and Address)

Authorized Representative SRN | N/A

Produced by (Site of Manufacture) | Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
(Name and Address)

Notified Body | TUV SUD Product Service GmbH,
(Name and ldentification Number) | Ridlerstralie 63, 80339 Munich, Germany
Nolified Body Number 0123

Quality Management System EU Certificate No.
Annex IX Chapters I and 11, No, V12 054869 0013
Conformity Assessment Procedure | Including an assessment of the technical
documentation for devices concerned on the basis of
representative samples

Common Specifications (CS) | N/A

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: David Spellman Full Name: _Sandra Gallagher
Director Quality Assurance/ Site Quality
Function: Head Function: _Manager Regulatory Affairs
Signature; M Signature: . théfﬂ/((f
Cad =
Date of Approval: el SEPL Ao i Date of Approval: OG- SEFL- Deoai

Signed for, and on
behalfof: _Abbott treland Diagnostics Division Lisnamuck, L.ongford Co. Longford Ireland

Datc [ssued: /O S = /’ 2o ‘1’ Place Issued: _Lisnamuck. Longford Co. Longford Ireland
Effective (Date o
Supersedes:  13-Mar 2023 ot Lot Number): /0 S& T Yy

Page 1 of 9




EN EU Declaration of Conformity Basic UDE-DI Basic UDI-DI Name
BG EC AEKJIAPALIA 3A CHOTBETCTBHE Gasos UDI-DI Haumenoranne Ha Hazon UDI-DI
CS EU PROELASENI O SHODE Zakladni UDI-DI Nazev zakladniho UDI-DI
DA EU-OVERENSSTEMMELSESERKLAERING Grundleggende UDI-DI Grundlzggende UDI-DI-navn
DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDL[-DI Name
EL AHAQEH EYMMOPOQTHE EE Baowe UDI-DI Ovouasia fagwon UDI-DI
ES DECLARACION UE DE CONFORMIDAD UDI-DI Basico Nombre UDI-DI Basico
ET ELi vastavusdeklaratsigon PShi-UDI-IM P3hi-UDI-DI nimi
FR Déclaration de conformité UE IUD-ID de base Nom [UD-ID de base
HR EU IZJAVA Q SUKLADNOSTI Osnovni YDI-DI Naziv osnovnog UDI-DI
HU EU-MEGFELELOSEGI NYILATKOZAT Alapvetd UDI-DI Alapvetd UDI-DI neve
IT Dichiarazione di conformita UE [JDI-DI di base Nome UDI-DI di base
Lv ES albilstibas deklaracija Pamata UDI-DI Pamata UI-DI nosaukums
LT ES ATITIKTIES DEKLARACLIA Bazimis UDI-DI Bazinio UDI-DI pavadinimas
NO EU-samsvarserkizering Grunnleggende UDI-DI Grunnleggende UDI-Dil-navn
PL DEKLARACIA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UBT-DI
PT DECLARACAQ UE DE CONFORMIDADE UDI-DI basico Nome UDI-DI Basico
RC Declaratia de Confermitaie UE UDA-DI de bazd Nume UDI-DI de baza
SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nézov zdkladného UDI-DI
SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundigeande UDI-DI Namn pd grundlaggande UD1-DI
TR AR Uvgunluk Beyam Temel UDL-DI Temel UDI-DI Ismi
EN | Risk Class List Number and Size Code Product and Trade Name
BG Knac cropea pucka Katanc#eH HOMEP H KOI Ha passepa Hme Ha OponyKTa M TEPIOBCKO
HAHMCHOBAHHE
CS Rizikovi tfida Katalogové &islo a koncové dvejcisli Nazev produktu a cbehodni nézev
urtujici velikost soupravy
DA | Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og varemarkenavn
DE Risikoklasse Restellnummer und Grollencode Produki- und Handelsname
EL Kamyopia kivdovov Kodwog [poidviog ket Kmbwog [Ipoidv ket Epmopikn Ovopooie
Suokevuoiag
ES Clase de riesgo Numere de referencia y cédigo de Producto y marca comercial
tamnago
ET Riskiklass Katalooginumber ja suurusekood Toole nimetus ja kaubanimi
FR Classe de risque Référence Nom de produit et de marque
HR | Klasarizika Katalo§ki broj i oznaka pakiranja Naziv proizvoda i zajti¢eni naziv
HU Kockazati osztaly Listaszdm &3 készletkiszerzlds-kid Termék- és kereskedelmi név
IT Classe di rigchio Numero di listing & codice formato Prodotto & nome commerciale
LY Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniectbas
ngsaukums
LT Rizikos klasé Katalogo numeris ir dyd#io kodas Gaminio ir prekybinis pavadinimai
N{O | Risikoklasse Bestillingshummer og starrelseskode Produkt- og handelsnavn
PL Klasa rvzyka Numer katalogowy Nazwa produktu i nazwa handlowa
T Classe de risco Nuamero de lista e codigo de Produtlo & nome comercial
aprescntacdo
RO | Clasd derisc Numdr de lista si cod dimensiune Denumirea produsului $i denumirea
comerciald
SK Rizikova trieda Katalogové éislo Wazov produktu a obchodny nazov
5V Riskklass Listnummer och siorlekskod Produkt och firmanamn
TR Risk Simfi Liste Numaras: ve Bayut Kodu Urlin ve Ticard Ismi

Page 2 of 9



EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Ken GMDN Kog EMDN IMpoussoaures {uve 1 apec) EPH ua npouseonuTens
CS | Kod GMDN Kod EMDN Vyrobee (ndzev a adresa) Jediné registraéni &islo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SEN
EL | Kodkos GMDN Kwdikdg EMDN Kataskevootic (Cvope kat AiehBuven) SRN (Movedikog Apidpée Mrtpmov)
{Ovopazoroyia {Ovouatoioyie Kareokevaom
U TPOTELVOROYIKGV ITPOTELVOROYVIKOV
TPOIOVTOV) TPOIGVIOY)
ES Cadigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (rumero de registro anico) del
fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unigue du fabricant
HR | GMDN kod EMDN kod Proizvodad (naziv i adresa) SRN {jedinstveni registracijski broj)
proizvodada
HU | GMDN-ked EMDN-kod Gyarlo (név és cim} Gydartd egyedi regiszirdcios szama (SRN)
1T Codice GMDN Codice EMDN Fabbricante (nome e indirizzo} SRN {numero di rcgistrazione unico) del
fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotdja vienotais registricijas numurs
{VRN)
LT | Visuotings medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numecris
priemoniy nomenklatdros priemoniy nomenklatiiros
kodas kodas
NO | GMBEN-kode EMDN-kode Produsent {navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskicj Producent (nazwa i adres) Nigpowtarzalny numer rejestracyjny
Nomenklatury Wyrobow producenta
Medycznych
PT | Codigo GMDN Cédigo EMDN Fabricante {Nome e Morada} Nimero (nico de registo do fabricante
RO | Cod GMIDN Cod EMDN Producitor (nume §i adresa) SRN producitor
SK | Kéd GMDN Kod EMDN Vyrobea (Nazov a adresa) Jediné registracné Cislo (SRN) vyrobcu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress} Tillverkarens SRN
TR | GMDN Kodu FMDN Kodu Uretici (Isim ve Adres) Uretici SRNsi

Page 3 of' 9




EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) (Name and Address)
BG | Ymbinomouew npeacTaBuTes (MMe | FEPH Ha yEbJIHOMOUIEHHA NPeACTABHTEN [1pon3BeAeHO OT {MACTO 1A
anmpec) IPOH3BOACTEO) (HME H anpec}
CS | Zplnomocnény zastupee (nazev a adresa) Jeding registragni ¢islo zplnemocnéngho Vyrobeno (misto vyroby)
zastupce (ndzev a adresa)
DA | Autoriseret representant (navn og adresse) Autoriseret reprasentants SEN Produceret af {fremsiillingssted)
{navh og adresse)
DE | Bevollmachtigter {Name und Adresse) SRN des Bevollmichugien Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL Eéovawdotnuévog Aviinpdcarog {Ovope SRN EZ0us1od0TNUEVDY AVTUIPOGHTOU K erockevaleto ond (Epyoatdoie
Kat Alevguven) TREPUyOYNs)
{Qvopasie ko Alenivven)
ES Representante autorizado (nombre y SN (nimero de registre (nico) del Producide por (Lugar de fabricacidn)
direccion) representante autenzado {Nombre v direccion)
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootnud {lootmiskeht) (nimi ja aadress)
registreerimisnumber
FR | Mandataire {nom et adresse) Numéro d'enregistrement unique du Preduit par (site de fabrication)
mandataire (nomn et adresse)
HR | Ovladteni zastupnik (naziv i adresa} SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlagienog zasiupnika (Naziv 1 adresa)
[IU | Meghatalmazott képviseld {név cs cim} Meghataimazott képviseld egyedi Gyario (gyartas helye)
regisziracios szama (SRN) (név és cim)
1T Mandatario (nome ¢ indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome ¢ indir{zze)
LV | Pilnvarotais parstavis {nosaukums un Pilnvaratd parstavia vienotais regisiracijas | RaZots (raZoSanas vieta)
adresc) numurs { VEN) (nosaukums un adrese)
LT Jgaliolasis atstovas (pavadinimas it Jgaliotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas
adrgsas) numeris ir adresas)
NO | Awworisert representant {navn og adresse) Den auteriserie representantens SRN Produsert av {produksjonssted )
{navn og adresse)
PL Upowazniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce
adres) upowaznionego przedstawiciela produkeji)
(nazwa 1 adres)
PT Mandatario (Nome ¢ Morada) Nimero Unico de registo do mandatario Produzido por {Local de fabrico}
{Nome e Morada)
RO | Reprezentunt autorizat (nume §i adresa) SRN reprezentant atitorizat Produs de cétre {locatie productie) (nume
51 adresd)
SK Autorizovany zastupca {nazey a adresa) Jeding registraéné &isle (SRN) Vyrobene {miesto vytoby)
autorizovaneho zastupcu (ndzov a adresa)
SV | Aukioriserad represeniant {(namn och Auktoriserad representants SRN Tillverkas av {tillverkningsort} {namn och
adress) adress)
TR | Yetkili Temsilci {Isim ve Adres) Yetkili Temsilci SRN'si Uretics (Uretim Tesisi)

(Isim ve Adres}
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EN | Notified Body {Name and Identification Conformity Assessment Procedure
Number)

BG Hotuunupay oprad {iMe 4 uaeaTHUKALHOHEH [Mpoueaypa 3a oueHKA HA CLOTBETCTEUETO
Homep)

Cs Ozndmeny subjekt (nizev a identifikaéni &islo) Postup posuzovéni shody

DA | Bemyndiget organ (navn og Overensstemmelsesvurderingspracedure
identifikationsnummer)

DE Benannte Stelle (Name und Identifikationsnummer) | Konformititsbewertungsverfahren

EL Kowonompeves Opvevigudg (Ovopa kow Apipiog Awadikaoiy ¢S10A0YONG CULHOPPHONG
TUUTOROINGNG)

ES Organismo Notificado {nombre y numero de Procedimiento de evaluacion de la conformidad
identificacién

ET Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetlus

FR Organisme notifié (nom et numéro d'identification) | Procédure d”évaluation de la conformité

HR | Pojavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti

HU | Bejelentett szervezel {név és azonosito szam) Meglelelosegértékelési cliaras

IT Organismo notificato (nome e numero di Procedura di valutazione della conformita
identificazione)

LV | Pilnvarotd iestdde (nosaukums un identifikacijas Atbilstbas novartgianas procediira
numurs)

LT Notifikuotaji jstaiga (pavadinimas ir identifikacinis | Atitikties vertinimo procediira
numeris)

NO Meldt organ (navn og identifikasjonsnummer) Framgangsmaite for samsvarsvurdering

PL Jednostka notyfikowana (nazwa i numer Procedura oceny zgzodnoscl
identvfikacviny)

PT Organismo Natiticado (Nome e Namero de Procedimento de avalia¢do da conformidade
Identificagio)

RO Organism notificat (nume si numér de identificare) Proceduri de evaluare a conformitiitii

SK Notifikovany organ (Nazov a identifikaéné &islo) Postup posudzovania zhody

SV | Anmilt organ {namn och identifikationsnummer) I¢rfarande for beddmning av §verensstammelse

TR Onaylanmts Kurulus ({sim ve Tanm Numarasi) Uvgunluk Degertendirme Proscdiirii
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EN | Quality Management System Annex IX Chapters Iand III,
Including an assessment of the technical documentation for deviees concerned on the basis of
representative samples
BG | Cucrema 3a ynpasieHue Ha kauecTsoto [lpimowxeiue 1X, rnasn { v 11,
BKTHOUMTENHO OLEHKA HA TEXHAMECKATA JOKYMEHTALNA HA CHOTBETHHTS H3MSIHA B3 0CHOB2 HA
TpeAcTARMTEm I TpodH
CS | Systém Fizeni kvality Piloha [X Kapitoly Ta {ll,
vZeiné posouzeni technické dokumentace dotfenych prostiedkii na zakladé reprezentativnich vzorkd
DA | Kvalitetsstyringssystem Bilag 1X kapitel [ og 111,
Herunder en vurdering af den tekniske dokumentation for relevant udstyt pa baggnind af representative praver
DE | Qualititsmanagementsystem Anhang [X Kapitel | ungd 111,
einschlieblich einer Bewertung der Technischen Dokumentation fur betroffene Produkte auf der Grundlage
reprisentativer Stichproben
EL Thomue Aayeipwong Hewmrag Tepdpnpa IX Kepdaheao I e 11T,
copmepapPaveTat REICAGYIGT] TOL TEVIKOD PoEAOY Y1u APOTGVTE mov séeraloviul pe Bao EVIHIPOCHREVTIKG
Seiypaty
ES Sistema de Gestion de Calidad Anexo 1X, capitulos Ty 111,
se incluye una evaluacion de la documentacion técnica para los productos afectados sebre la base de muestras
representativas
ET | Kvaliteedijuhtimissiisteem X lisa 1 ja 111 peatitkk
Sealhulgas asjacmaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite péhial
FR Systeme de gestion de la qualité Annexe 1X Chapitres Tet 11,
Inclut une évaluation de ta documentation technique pour les dispositifs concernés, sur la base d"échantillons
représentatifs
HR_ | Sustav upravljanja kvalitetom Prilog [X., Poglavija [ i liL.,
ukliuéujuéi ocjenjivanje tehnicke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka
HU | Mingségiranyitasi rendszer IX. melléklet, L és 111, fejezet, idesrive az énintett eszkozok miszaki
dokumentaciojanak reprezentativ mimdk alapjan valo ertékelését
IT Sistema di gestione della qualitd Allegato IX Capitoli [ e 111,
compresa una vatutazione della documenteazione teenica per i dispositivi interessati sulla base di campioni
rappresentativi
LY Kvalitites vadibas sistéma 1X pielikuma [ un [1} uedala,
{ostarp attiecTgo ieriéu tehniskas dokumentacijas novEriEjums, pamaicjoties uz reprezentativiem paraugiem
LT Kokybes valdymo sistema IX priedo Lir LIl skyriai,
iskaitant atitinkamu priemoniy techninés dokumentacijos veriinima remiantis tipiniais pavyzdziais
NO | Kvalitetsstyningssystem Vedlegg X kapittel [og 111,
inkludert en vurdering av den tekniske dokumentasjonen for aktuelt utstvr pii erunnlag av representative prover
PL Systemn Zarzadzania Jakoscia Zalgeznik IX, Rozdzialy [ oraz 11,
w tym ocena dokumentacji technicznej danych wyrobow na podstawie reprezentatywnych probek
PT Sisterna de gestio da qualidade Anexo [X Capitulos Te 111,
Incluindo uma avaliagic da documentagio técnica para os dispositivos em guestio com base etn amostras
representativas
RO | Sisternul de management al calitdlii Anexa 1X, Capitolele [ siII inclusiv o evaluare a documentatiei tehnice
pentru dispozitivele in cauzd pe baza unor probe reprezentative.
SK Systém riadenia kvality Priloha I3 Kapitoly [ a [I[. vraane posudenia technickej dekumenticie prislusnych
pomdgok na zéklade reprezentativych vzoriek
SV | Kvalitetsiedningssystem Bilaga [X Kapitel [ och I11,
Inklusive en bedsmning av den 1ekniska dokumentationen for berdrda produkter som grundar sig pd
representativa urval
TR Kalite Yonetim Sistemi Ek [X Bolam 1 ve Ll

Temsili numuneler bazinda ilgili cihazlar igin teknik dokiimantasyonun degeslendinimesi dahil
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EN EU Certificate No. Common Specifications (CS) Full Name

BG EC Ceprugurar Ne O6nm cneundukaipn (OC) 1In7He HAHMEHOBAHKE
Lo Cislo certifikitu EU Spoleéné specifikace Cely nazev

DA EU-certifikatnummer Falles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen {GS) Vollsiandiger Name
EL ApBude mororounikot EE Kowig mpoduypapéc (KIT) [Ipyc ovopogin
ES Numero certificado UE Especificaciones comunes Nombre completo
ET EL-i sertifikaadi nr Uhised kirjeldused Taisnimi

FR N¢ certificat UE Spécifications communes Nom complet

HR EU potvrda br. Zajedni¢ke spectfikacije (,C89) Puni naziv

HU EU-tanusitvany szama Egvyseges eldirasok Teljes név

T N* del certificato UE Specifiche comuni (SC) Nome completo

LV ES sertifikita N1 Kopigas specifikacijas Pilns nosaukums

LT ES sertifikatas Nr. Bendrosios specilikacijes Vardas ir pavardé
NO EU-gertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikatu UE Wspolne specvfikacje Imie | nazwisko

PT Certificado UE N° Especificagdes comuns Nome completo

RO Nr. certificat UE: Specificatii comume (C5) Nurnele complet

SK Certifikat EU & Spolocné $pecifikacie Cely nazov

SV Nummer pid EU-intvg Gemensamma specifikationer Fullstandigt namn
TR AB Sertifika Numarast Genel Spesifikasyonlar (GS) Ads Sovadi

EN Function Sigped for, and on behalf of Date Issued

BG JnbEHoeT flomnycato 33 H 0T AMETO HE Jlara va n3napae
CS Funkce Podepsano za a yjménem Datum vydani

DA | Funktion Underskrevet for og pa vegne af Udstedclscsdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agttoupyic Yrovpleetol Yl Kat EK UEPOUS TOWTNG Huepounvia éxdoong
ES Funcion Firmada por, v én nombre de Fecha

ET Funkisioon Alla kirfutanud {kelle poolt ja nimel) Vialjaandmise kuupéev
'R Fonction Signé par et au nom de Date d'établissement
HR [unkeija Potpisano za i u ime Datum izdavanja
HU Beopsztis Alaird a kévetkezd képvisclotében és nevében Kiadas datuma

IT Funzione Firmato a nome e per conto di Data di rilascio

LV Amats Parakstits §adas personag varda [zdo3anas datums
LT Pareigos Subjekto, kurio vardu pasiraioma, pavadinimas 13davimo data

NG | Funksion Signert for, og pd vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wvdania

PT Fungdo Assinado £ em nome de Data de emissiio

RO Func{ia Semmnat pentre si in numele Data eliberdrii

SK Fuikcia Podpisané za a v meng Datum vydania

SV Funktion Undertecknat for och pd uppdrag av Datum for utfirdande
TR Gorevi Naming ve lemsilen imza Dizenlenme Tarihi
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EN Sapersedes Signature Date of Approval
BG JamecTsa [Toanuc Lata ga o106penye
CS Nahrazuje Podpis Daturn schvaleni

DA [ Erstatter Underskrift Godkendelsesdato
DE Ersetzl Unterschrift Datum der Genchmigung
EL Avnxoliotd Yrovpoeh Hyuspounvie &ykplong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkini Heakskiitmise kuupicv
FR Annule et remplace Signature Daie de 1’ autorisaiion
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalvialanitja a kisvetkezé dokumentumeot: Aldiras Jovahagyas dituma
IT Sostituisce Firma Data di approvazions
LV Aizsti) Paraksts Apstiprinaanas datums
LT Pakeidia Paradas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdata

PL Fastepuje Podpis Dala zalwierdzenia
PT Substitui Assinatura Data de aprovagio
RO | Inlocuitor Semnaturd Data aprobdrii

SK Nahradza Podpis Datum schyvalenia

5V Ersétter Namnteckning Daium for godkinnande
TR Yerini aldif belge Imza Onay Tanhi

EN Place Issued Effective (Date or Lot Number)

BG MacTo Ha W3JaraHe B cuna 0T/3a {1aTa KM HOMED HA NapTHAa)

CS Misto vvdani Uéinné od {datum necho &islo farZe)

DA Udstedelsessted Ikrafttrzedelse {dato eller lotnummer)

DE | Ont Giiltig ab {Datum oder Chargenbezeichnung)

EL Tomog EKBOGTS Ls 1oy and (Huepopnvin 1 ap. roptideg)

ES Expedida en Efectiva {fecha o numerg de lote}

ET Viljaandmise koht Joustuming (kuupdev vdi partiinumber)

R Licu d’établissement Entrée en vigueur (date ou numéro de lot)

HR | Mijesto izdavanja Stupa na snagu (datum ili broj serije)

Hu Kiadas helve Hatalybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data o numero di lotio)

LY Izdodanas vieta Speka no (datums vai partijas numurs)

LT I3davimo vieta Jsipaliofa (data arba partijos numeris)

NO Utstedelsessted Gielder fra {date eller lotnummer)

PL Miejsce wydania Obowiazuje od (data ub numer partii)

PT Local de emissdo Efetividade (Data ou numera de lote)

RO | Locul eliberarii Valabilitate {data sau numirul lotufus)

SK [ Miesto vvdania Uginnost od {datum alcho &isle arze)

SV Plats for utfirdande Verkstiligt {datum eller lotnummer)

TR Diizenlendigi Yer Yirurliik (Tarih veva Lot Numaras:}
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EN | We, the undersigned, herehy declare that the in vitro diagnostic medical device(s) deseribed 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 Vitre Diagnostic Medical Devices. This declaration is
made in accerdance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG | Hue, 10aynoquacanuTe, ¢ HACTOAILOTO JEKIGPHPAME, 1 rOpeonHCaHOTO{HTE ) MeNAIHHCKO(1) usIemue(s) 32 HHBHTPG NHATHOCTHKA OTroBapa(T) HA
npunoxuMuTe paznopeldu Ha Peraavent (EC) 2017/746 na Epponeitckua napiaMerT # Ha Chaeta o1 5 anppr 2017 1. 0THOCHO MEIMUIMHCKHTE W3NEMUS 32
HHBMTPO OHATHOCTHKA Ta3W NEKIBpauna & HaNpaBeHa B ChOTBETCTBUE C [prroxenue [V Ha Permamenta 3a {YD i 32 HEHHOTO H3NABAHE ATTOROPHOCT HOCH
SOHHCTBEHO NPOHIBOIHTENAT.

CS | My, niZe podepsani, timto prohlafujeme, #e diagnosticky(-€} zdravotnicky(-¢) prostéedek (prostfedky) in vitro uvedeny(-¢) vyde je {jsou} ve shodé s piislusnymi
ustanovenimi nafizeni Evropského parfamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 0 diagnostickych zdravotnickych prosttedeich in vitro, Tatwo
prohligeni je v souladu s Pritohou [V natizeni [VD a je vydano na vyhradri odpovédnost virobee,

DA | Vi, undertegnede, erkierer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de gaidende
bestemmelser i Europa-Parlamentets og Radets forordning (FUJ) 2017/746 af 5. april 2017 om in vitre-diagnostisk medicinsk udstyr. Denne erklaring afgives 1
overensstemmelse med [VD-forordningens bilag [V og udstedes under fabrikantens eneansvar.

DE | Wir, die Unterzeichner, erklaren hiermit, dass das oben beschriebene {n-vitro-Dizagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Europaischen Parlaments und des Rates vom 5. April 2017 dber In-vitro-Diagnostika erfGlien. Diese
Erklérung erfolgt gemib Anhang IV der [VD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestelit.

EL | Epsig, ov vnoypipovies, Siiavoupe UE T0 Tapdv 0T T APOAVILYEPOLLEVD, FLeryVRIoTING IHTPOTEXVOADYIK, HPCIOVIE GV LUGPEMVOVTUL LE T1; LoXD0VGES SIETALEL
1ou Kavowispon (EE) 2017/746 tov Bvpuoncikod Kowvofovkion ket tov Tupfoviion g 3% Axpikion 2017 gyetid jue e in vitro SuyvaoTikd
LetpoTevoRrayIKE TpoidvTe. H Siimon avty yivetul ovpgova Le o Tupaptnpe IV 1o Kavoviopod I'VD xat exdidetol pe WLOKAEIGTIKTY EVBUVY] TOL
KOTRGKEDUOTI]

ES | Nosotros, los abajo firmantes, por Ja presents declaramos que el{los) producto{s) sanitario(s) para diagnostico fr vifro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abnil de 2017 sobre productos sanitaries para diagndstico
i vitro. Esta declaracion se realiza en conformidad con el Anexo 1V del Reglamento [VD y es emitida bajo la exclusiva responsamlidad del fabricante.

ET | Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitre diagnostikameditsiinissadmed vastavad Euroopa Parlamendi ja nfukogu 3. aprilli 2017. aasta
méruse (EL) 2017746 (i vitre diagnostikameditsiiniscadmete kohta) kohaldatavatele sitetele. See deklaratsioon on koostatud vastavalt IVD maaruse 1V fisale
ning selle viiliastamise eest vastutab ainult tootja

FR | Nous soussigné(e)s, déclarons par la présente que le(s) dispositif{s) médical{aux) de diagnostic ir vitro indique(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
vitre. Cette déclaration est établie conformément 4 I’ Annexe 1V du Réglement DIV sous Ja seule responsabilité du fabricant.

HR | M, nize potpisani, ovim putem izjavijujemo da su gore navedent in vitro dyagnosticki medicinski proizvod{i} sukladni primjenjivim odredbama Uredbe {ELN)
2017/746 Europskog parlamenta i Vijeéa od 5. travnja 2817. o in vitre dijagnostitkim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom [V, Uredbe IVD i izdaje se pod isklju€ivam odgovornoiéu proizvodada.

HU | Alulirotiak ezennel kijelentjok, hogy a fent leirt in vitro orvestechnikai eszkoz(6k) megfelel(nek) az Eurdpai Parlament és a Tandcs in vitro diagnosziikai
orvostechnikal eszkozokeol szalo (EU) 2017:746 (2017, dprilis 5.) rendelete (1VD rendelet) vonatkozd rendelkezéseinek. A jelen nyilatkozat megfelel az [VD
rendelet 1V, mellékletében foclalt eldirdsoknak, és a pyartd kizarélagos felcldssége alapijan keralt kiaddsra

[T | Noi, i sottaseritt, con la presente dichiariamo che il(i} disposttivo(i) medico-diagnostico(i) ir vitro sopra descritto(i) &(sono) conformeli} alle disposizioni
applicabili del regotamento (UE) 2017/746 del Parlamento curcpeo € del Consiglio del 5 aprile 2017 relatvo ai dispositivi medico-diagnostici i vitre, Questa
dichiarazions & redatta in conformita all'allegato IV del regolamento [VD ed ¢ rilasciata sotto la responsabiith cselusiva del fabbricante.

LV | Mas, apaksa paraksitjuiies, ar to pazinojam, ka ieprieks aprakstita(-s} in vitre diagnostikas medicniska(-s] ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017, gada 5. aprilis) piemerojamajdm prasibam par in vitro diagnostikas mediciniskam iericgm. ST deklaracija i sagatavota saskana ar
VD regulas 1V pielikumu un par izdo3anu atbild vienigi ra¥otdjs.

LT | Mes, toliau pasiradiusicii (-insiosios), pareiskiame, kad ankséiau minéta (-0s) i vitro diagnostikos medicinos priemone (-gs} atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarvbos reglamento (ES) 2017/746 det in vitro diagnestikes medicinos priemoniy tatkylinas nuogtatas. 5i dekiaracija vra parengta
vadovaujantis 1 VD reglamento TV priedu ir yra isduodama tik zamintoie atsakomybe.

NO | Vi, undertegnede, erklaerer herved at utstyret til in vitro-dizgnostikk som er anfor ovenfor, cr i samsvar med gieldende bestemmelser | Europaparlaments- og
radsforordning (EU) 2017746 av 3. april 2017 om medisinsk utstyr ul in vitro-dingnostikk. Denne erkleringen er utarbeidet i overensstemmelse med
vedleag 1V i [VD-forordningen og er utstedt under produsentens encansvar.

PL | My, nizej podpisani, niniejszym oswiadczamy, ze wymigniony(-e) powyzej wyréb(wyroby) medyczny(-e) do diagnestyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego 1 Rady z dnia 5 kwietnia 2017 1. w sprawie wyrobéw medyeznych do diagnostyki in
vitro. Niniejsza deklaracia zostala sporzadzona zgodnie z Zalacznikiem IV Rozporzadzenia IVDR i wydana na wylaczng odpowiedzialnosé producenta.

PT | Nas, abaixo assinados, declaramos que os dispositivos médicos para diagnostico in vitro descritos acima estdo em conformidade com as disposigdes apliciveis
do Regulamento (UE) 2017:746 do Parlamento Curopeu & do Consefho, de 3 de abril d2 2017, relativo aos dispositivos medicos para diagnostico i vitro. Esta
declaraciio ¢ feita em conformidude com o anexe IV do Regulamento IV} e & emitida sob a exclusiva responsabilidade do fabricante.

RO | Subsemnalii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017746 al Parlamentului European 5i al Consiliului din 3 aprilie 2017 privind Dispezitivele medicale pentru diagnosticul in vitro. Prezenta
declarafie este emis in conformitate cu anexa [V la Regulamentul IVD si este emisi sub responsabilitatea exclusivd a producilorulul.

SK | My, dolupodpisani, tymto vyhlasujeme, Ze diagnosticka(-é} zdravotnicka(-e) poméckal-y ) uvedena(-é) vysie je (s0) v zhode s prisluinymi ustanoveniami
Nanadenia Eurdpskeho parlamentu a Rady (EU) 2017/746 2 5. aprila 2017 o diagnostickych zdravotnickych poméckach in vitro. Toto vyhldsenie je v sulade
s Prilohou [V k Nariadeniu IVD a vydéva sa na vvhradnu zodpovednost virobeu.

sV | Vi, undertecknade, forsakrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan overensstammer med de tillampliga
bestammelserna § Europapartamentets och tadets [orordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter {or in vitro-diagnostik. Denna
farsakean cors 1 enfighet med bilaga 1V 1ill [IVD-forordningen och utfirdas under tillverkarens enskilda ansvar

TR | Biz, agagida imzalan bulunan, yukarida belirtilen in vitro diagnostik 11bbi cihazlarn, 2017:746 sayilt Avrupa Parlamentiosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hikimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yonetmeligi Bk [V uyannca yaplimsiis
ve {ireticinin minhasir sorumlufugu altindadir

End of form
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EU Declaration of Conformity

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

038074ACT0483K5
Alkaline Phosphatase2
Class B

List Number
and Size Code

Product and Trade Name GMDN Code EMDN Code

04T8320

Alkaline Phosphatase2 W01010105

52929

04T8330

Alkaline Phosphatase2 Wwo01010105

52929

Manufacturer
(Name and Address

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

Manufacturer SRN

IE-MF-000010070

Authorized Representative
(Name and Address

N/A

Authorized Representative SRN

N/A

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

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

Notified Body
(Name and Identification Number)

TUV Std Product Service GmbH Zertifizierstellen,
RidlerstraBe 65 » 80339 Munich Germany
Notified Body Number 0123

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

Quality Management System
Annex IX Chapters I and I11,

Including an assessment of the technical
documentation for devices concerned on the basis of
representative samples

Common Specifications (CS)

N/A~

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: Siobhan Wright

Full Name: _Sandra Gallagher

Director Quality Assurance/Site Quality

Function: Head

Function: _Manager Regulatory Affairs

Signature: /l. Mo Qﬂa (JJP h— Signature: __ 3. G:-J%:;f Zc/
Date of Approval: __ b - DEC - LOL Date of Approval: lb- DeC- 202/
Signed for, and on
behalf of: _Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland
Date Issued: s - 08 - Lo Place Issued: {.;muck, Longford, Co. Longford,
Supersedes: N/A ofmﬂm lb- 0cC - Loy
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EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC JEKJIAPALIMA 3A CbOTBETCTBUE bazos UDI-DI HaumenoBanue Ha 6a3zos UDI-DI

CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zakladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLARING Grundlzggende UDI-DI Grundlzggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH YXYMMOPO®Q>HY EE Baowé UDI-DI Ovopacio facikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Bésico

ET EL.i vastavusdeklaratsioon P&hi-UDI-DI P&hi-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-MEGFELELOSEGINYILATKOZAT 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 DECLARACAO 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 N&zov zakladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundlaggande 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 cniopes pucka Karaso)xeH HoMep U KOJl Ha pazMepa Mme Ha nIpoJlyKTa ¥ ThPrOBCKO HAUMEHOBAHUE

CS Rizikova tfida Katalogové &islo a koncové dvojéisli uréujici Nézev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und GrélRencode Produkt- und Handelsname

EL Katnyopio kivdvvov Kwdkog IMpoidvtog kot Kmdikdg Tvokevaoiog TIpoidv kou Epmopikny Ovopacio

ES Clase de riesgo Numero de referencia y codigo 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 Kockéazati osztaly Listaszam és készletkiszerelés-kéd 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 handelsnavn

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 Numar de lista si cod dimensiune Denumirea produsului si denumirea comerciala

SK Rizikova trieda Katalogové &islo Néazov produktu a obchodny ndzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR | Risk Simifi Liste Numaras1 ve Boyut Kodu Uriin ve Ticari Ismi
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EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kog GMDN Kox EMDN [powusBouTel (MMe 1 ajipec) EPH Ha npou3sBouTest
CS | Kéd GMDN Kéd EMDN Vyrobce (nézev 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 | Kwdwog GMDN Kwdwoés EMDN Kartaokevaotg (Ovopa kot Atevbuven) SRN (Movadikog ApBpog Mntpdov)
(Ovoparoroyia (Ovopatoroyia Kotaokevootn
L0TPOTEYVOLOYIKDV L0TPOTEYVOLOYIKMDV
TPOIOVTIOV) TPOIOVTOV)
ES | Cédigo GMDN Caédigo EMDN Fabricante (nombre y direccidn) SRN (ndmero de registro tnico) 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-kdd Gyarté (név és cim) Gyarté egyedi regisztraciés szama (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 nomenklatiiros priemoniy nomenklatiiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobéw producenta
Medycznych
PT | Cédigo GMDN Codigo 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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EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) (Name and Address)
BG | YmerHoMoIeH npeacTaButeln (MMe U EPH Ha ymbaHOMOLIEHHS TIPEACTaBUTEN ITpousBeneHo oT (MsCTO Ha
azpec) IIPOU3BOJICTBO) (UMeE M afIpec)
CS | Zplnomocnény zastupce (nazev a adresa) Jediné registraéni ¢islo zplnomocnéného Vyrobeno (misto vyroby)
zastupce (nézev a adresa)
DA | Autoriseret repreesentant (navn og adresse) | Autoriseret repraesentants SRN Produceret af (fremstillingssted)
(navn og adresse)
DE | Bevollméchtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovolodompévog Avimpdcmnog (Ovopa | SRN E&ovciodotnpévov Avimpocsmnov Kartaokevaletonr omd (Epyootéoio
kat Atevbovon) TOPAY®YNG)
(Ovopacio ko AtghBuvon)
ES Representante autorizado (nombre y SRN (nmero de registro Gnico) del Producido por (Lugar de fabricacién)
direccion) representante autorizado (Nombre y direccién)
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR | Mandataire (nom et adresse) Numeéro d'enregistrement unique du Produit par (site de fabrication)
mandataire (nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi Gyart6 (gyartas helye)
regisztracids szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un Pilnvarota parstavja vienotais registracijas | RaZots (raZoSanas vieta)
adrese) numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas
adresas) numeris ir adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL | Upowazniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce
adres) upowaznionego przedstawiciela produkc;ji)
(nazwa i adres)
PT | Mandatéario (Nome e Morada) NUmero Unico de registo do mandatério Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de catre (locatie productie) (nume
si adresa)
SK | Autorizovany zéstupca (nazov a adresa) Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby)
autorizovaného zastupcu (n&zov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och
adress) adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)
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EN Notified Body (Name and Identification Conformity Assessment Procedure
Number)

BG HoTudunupan oprat (uMe U UACHTHPUKATHOHEH IIpouenypa 3a orieHKa Ha CbOTBETCTBUETO
HOMep)

CS Oznameny subjekt (ndzev a identifika¢ni ¢islo) Postup posuzovani shody

DA | Bemyndiget organ (havn og Overensstemmelsesvurderingsprocedure
identifikationsnummer)

DE Benannte Stelle (Name und Identifikationsnummer) | Konformitatshewertungsverfahren

EL Kowomompévog Opyaviopodg (Ovopa kot AptBpog Awdikacio a&lohdynong coppdpemong
TOVTOTOINGNG)

ES Organismo Notificado (nombre y nimero de Procedimiento de evaluacién de la conformidad
identificacién

ET Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetlus

FR Organisme notifié (nom et numéro d'identification) | Procédure d’évaluation de la conformité

HR | Prijavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti

HU | Bejelentett szervezet (név és azonosit6 szam) Megfeleldségértékelési eljaras

IT Organismo notificato (nome e numero di Procedura di valutazione della conformita
identificazione)

LV | Pilnvarota iestade (nosaukums un identifikacijas Atbilstibas novertesanas procediira
numurs)

LT | Notifikuotoji jstaiga (pavadinimas ir identifikacinis | Atitikties vertinimo procediira
numeris)

NO | Meldt organ (navn og identifikasjonsnummer) Framgangsméte for samsvarsvurdering

PL Jednostka notyfikowana (nazwa i numer Procedura oceny zgodnosci
identyfikacyjny)

PT Organismo Notificado (Nome e Nimero de Procedimento de avaliagdo da conformidade
Identificacdo)

RO | Organism notificat (nume si numar de identificare) Procedura de evaluare a conformitétii

SK Notifikovany organ (N4zov a identifikaéné &islo) Postup posudzovania zhody

SV | Anmélt organ (namn och identifikationsnummer) Forfarande for beddmning av dverensstdmmelse

TR Onaylanmis Kurulus (Isim ve Tanim Numarasi) Uygunluk Degerlendirme Prosediirii
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EN

Quality Management System Annex IX Chapters | and 111,
Including an assessment of the technical documentation for devices concerned on the basis of
representative samples

BG

Cucrtema 3a ynpasieHue Ha kadecTBoto [Ipunoxenue IX, rnasu [ u 111,
BKJIFOUMTEIIHO OLIEHKA HA TEXHUYECKaTa JOKyMEHTalUs HA CbOTBETHUTE U3/IeIUs Bb3 OCHOBA Ha
MPECTABUTEIHU POOH

CS

Systém fizeni kvality Pfiloha IX Kapitoly I a 11,
véetné posouzeni technické dokumentace dotéenych prostiedki na zakladé reprezentativnich vzorku

DA

Kvalitetsstyringssystem Bilag IX kapitel | og Ill,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pa baggrund af repraesentative praver

DE

Qualitdtsmanagementsystem Anhang I1X Kapitel | und 111,
einschlieRlich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage
repréasentativer Stichproben

EL

Toompa Awayeipiong [owmrag Hapdapmpa IX Kepdrota I ko 11,
oopmepAapBaveTal a&loAdyNnom Tov TEXVIKOD GaKEAOL Yo Tpoidvta mov eetdlovtar pe AT ovTITPOCOTEVTIKG
deiypato

ES

Sistema de Gestion de Calidad Anexo 1X, capitulos 1 'y IlI,
se incluye una evaluacion de la documentacién técnica para los productos afectados sobre la base de muestras
representativas

ET

Kvaliteedijuhtimisstisteem IX lisa | ja I11 peatikk
Sealhulgas asjaomaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite pohjal

FR

Systeme de gestion de la qualité Annexe IX Chapitres | et 11,
Inclut une évaluation de la documentation technique pour les dispositifs concernés, sur la base d’échantillons
représentatifs

HR

Sustav upravljanja kvalitetom Prilog IX., Poglavlja I. i Il1.,
ukljucujuéi ocjenjivanje tehnicke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka

HU

Mindségiranyitasi rendszer IX. melléklet, 1. és III. fejezet, ideértve az érintett eszkdzok miiszaki

Sistema di gestione della qualita Allegato 1X Capitoli I e 11,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni
rappresentativi

LV

Kvalitates vadibas sisteéma IX pielikuma I un III nodala,
tostarp attiecigo ieri¢u tehniskas dokumentacijas novértéjums, pamatojoties uz reprezentativiem paraugiem

LT

Kokybés valdymo sistema IX priedo | ir 11l skyriai,
jskaitant atitinkamy priemoniy techninés dokumentacijos vertinimg remiantis tipiniais pavyzdZiais

NO

Kvalitetsstyringssystem Vedlegg IX kapittel | og I,
inkludert en vurdering av den tekniske dokumentasjonen for aktuelt utstyr pd grunnlag av representative praver

PL

System Zarzadzania Jako$cia Zatacznik IX, Rozdziaty I oraz Ill,
w tym ocena dokumentacji technicznej danych wyrobéw na podstawie reprezentatywnych prébek

PT

Sistema de gestédo da qualidade Anexo 1X Capitulos I e 111,
Incluindo uma avaliagéo da documentacéo técnica para os dispositivos em questdo com base em amostras
representativas

RO

Sistemul de management al calitatii Anexa IX, Capitolele I si III inclusiv o evaluare a documentatiei tehnice
pentru dispozitivele in cauza pe baza unor probe reprezentative.

SK

Systém riadenia kvality Priloha IX Kapitoly | a III, vratane posudenia technickej dokumentacie prislusnych
pomdcok na zéklade reprezentativnych vzoriek

SV

Kvalitetsledningssystem Bilaga I1X Kapitel | och 111,
Inklusive en bedémning av den tekniska dokumentationen for berérda produkter som grundar sig pa
representativa urval

TR

Kalite Yonetim Sistemi Ek IX Boltim | ve 111
Temsili numuneler bazinda ilgili cihazlar i¢in teknik dokiimantasyonun degerlendirilmesi dahil
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EN EU Certificate No. Common Specifications (CS) Full Name

BG EC Ceprudukar Ne O6uw crnenmdukapu (OC) IIbJIHO HAMMEHOBAHHE
CS | Cislo certifikitu EU Spolec¢né specifikace Cely nazev

DA EU-certifikatnummer Feelles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (GS) Vollstandiger Name
EL ApBudc motonomrtikod EE Kowéc mpodiaypagés (KIT) TIApng ovopacio
ES Numero certificado UE Especificaciones comunes Nombre completo
ET EL-i sertifikaadi nr Uhtsed kirjeldused Taisnimi

FR N° certificat UE Spécifications communes Nom complet

HR EU potvrda br. Zajednicke specifikacije (,,CS*) Puni naziv

HU EU-tanUsitvany szama Egységes elbirdasok Teljes név

IT N° del certificato UE Specifiche comuni (SC) Nome completo

LV ES sertifikata Nr. Kopigas specifikacijas Pilns nosaukums

LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavardé
NO EU-sertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikatu UE Wspdlne specyfikacje Imig i nazwisko

PT Certificado UE N° Especificacdes comuns Nome completo

RO Nr. certificat UE: Specificatii comune (CS) Numele complet

SK Certifikat EU &. Spolo¢né Specifikacie Cely nazov

SV Nummer p& EU-intyg Gemensamma specifikationer Fullstédndigt namn
TR AB Sertifika Numarasi Genel Spesifikasyonlar (GS) Adi Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucano 3a U OT UMETO Ha JlaTa Ha n3naBane
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 Agovpyia Yroypdoetat yio, Kot €K LEPOLS TOV/TNG Hugpounvia 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 Alairé a kovetkezd képviseletében és nevében Kiadas datuma

IT Funzione Firmato a nome e per conto di Data di rilascio

LV Amats Parakstits $§adas personas varda Izdo$anas datums
LT Pareigos Subjekto, kurio vardu pasiraSoma, pavadinimas Isdavimo data

NO Funksjon Signert for, og pa 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 pé uppdrag av Datum for utfardande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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EN Supersedes Signature Date of Approval
BG 3amecTBa Ioanuc Jlara Ha o100peHne
CS Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikadiotd Yroypaoen Huepounvia £ykpiong
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 kdvetkezé dokumentumot: Aldiras Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts Apstiprinasanas datums
LT Pakeidia ParasSas Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovacéo
RO | Tnlocuitor Semnatura Data aprobarii

SK Nahradza Podpis Déatum schvélenia

SV Ersétter Namnteckning Datum foér godkénnande
TR | Yerini aldig1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha M3/IaBaHe 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 Tomog €kdoong g 1oyb and (Huepounvia 1) ap. moptidog)

ES Expedida en Efectiva (fecha o nimero de lote)

ET Valjaandmise koht Joustumine (kuupdev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadéas helye Hatalybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data 0 numero di lotto)

LV IzdoS$anas vieta Speka 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 emissdo Efetividade (Data ou ndmero 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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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, momynopmicanuTe, ¢ HACTOSIIOTO JeKIapupaMe, 4e TOPEeonrucaHoTo(UTe) MeAUINHCKO(1) H3aenue(s) 3a HHBUTPO AUArHOCTUKA OTTOBapsI(T) Ha
IPUIOKUMHTE pasnopentu Ha Permament (EC) 2017/746 na Eponeiickus mapiaameHT u Ha ChBeTa oT 5 anpun 2017 T. 0OTHOCHO MEIMIIMHCKHUTE U3JEIuUs 32
MHBHUTPO AMarHoctuka. Taszu nexnapaius e HanpaBeHa B cboTBeTcTBHE ¢ [Iprinoxenue IV Ha Pernamenta 3a IVD 1 3a HeliHOTO M3/jaBaHEe OTTOBOPHOCT HOCH
€IMHCTBEHO IIPOU3BOAUTEIIAT.

CSs

My, niZe podepsani, timto prohlasujeme, ze diagnosticky(-€) zdravotnicky(-é) prostiedek (prostfedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostiedcich in vitro. Toto
prohlageni je v souladu s Ptilohou IV nafizeni 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 geldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erkleering afgives i
overensstemmelse med IVD-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE

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

EL

Epeic, ot vmoypaeovies, SNAdVOLE HE TO TapOV OTL TO TPOAVAPEPOUEVO. SIOYVAOGTIKA LOTPOTEYXVOLOYIKA TPOTOVTO GUULLOPPAVOVTOL LLE TLG IGYDOVOES SLUTAEELS
tov Kavoviopot (EE) 2017/746 tov Evponaikot KowoBoviiov kat tov ZupBoviiov tng 5" Anpidiov 2017 oyetikd, pe ta in vitro S1ayveotikd
tpoteyvoroykd tpoidvta. H dnAwon avt yiveton ovpewva pe to Hopdaptnpa 1V tov Kavoviopot 1VD kot exdideton pe amokAeiotiky vdovn tou
KOTOGKEVAOTN

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnéstico 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 diagnéstico
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
maéruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sétetele. See deklaratsioon on koostatud vastavalt VD maaruse IV 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 1I’Annexe 1V du Réglement DIV sous la seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosti¢ki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnosti¢kim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod iskljuéivom odgovornoscéu 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 eszkdzokrél szo16 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkozo rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyarto kizarolagos feleldssége alapjan keriilt kiadésra.

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 IV del regolamento IVD ed é rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

M@s, 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) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém. ST 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 (-¢és) 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 IVD reglamento IV priedu ir yra iSduodama tik gamintojo atsakomybe.

NO

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

PL

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

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnéstico 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 diagndstico in vitro. Esta
declaracéo ¢é feita em conformidade com o anexo IV do Regulamento I1VD e é emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram 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 emisa sub responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, 7e diagnostickd(-€) zdravotnicka(-e) pomdcka(-y) uvedena(-€) vyssie je (st) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych poméckach in vitro. Toto vyhlasenie je v stlade
S Prilohou IV k Nariadeniu IVD a vyddva sa na vyhradni 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 utfardas under tillverkarens enskilda ansvar.

TR

Biz, agagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarm, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yénetmeligi Ek IV uyarinca yapilmistir
ve Ureticinin minhasir sorumlulugu altindadir.

End of form
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Declaration of Conformity

Certificate Identification: 04784
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, Ircland.
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
04T8420 52025 Alanine Aminotransferase? Seif-declared
04T8430 52925 Alanine Amninotransferase2 Self-declared
Authorized European Not Applicable

Represeniative (name and address)

Storage of techmcal documentation | Appbort Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland.

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/LC of the European
Parliament and of the Council of 27 Cetober 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: /&W i%\r;g W Signature: W

Full Name  _. ) Full Name /

(printed): Siobhan Wright (printed): mas Breslin
Position: Director Quality Assurance/  Position: Manager Regulatory Affairs
Site Quality Head
Date of 12 - Ser- 11 Date of 12-5£p 2021
Approval: Approval:
Date Issucd: 13- &P - Wl Place Issued:  Abbott Ireland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, frcland.
Supersedes:  Not Applicable Eifective Date: A -§eP- Lotf




a ABBOTT

Declaration of Conformity

Certificate Identification:

04785

Legal Manufacturer's Name: Abbolt Ireland Diagnostics Division
Lepal Manufacturer's Address: Lisnamuck, Longford, Co. Longford, Ireland.
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
04T8520 52941 Amylase2 Self-declared

Representative

Authorized European

(name and address)

Not Applicable

Storage of tech
(name and add

nical documentation
ress)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.

Longford, Ireland.

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 IIT of the IVD Directive and is issued under the sole
responsibility of the manufacturer.,

Signature; /_f@@\wju J/a\i 3 l’v‘f Signature:

Full Name . : Full Name

(printed): Slubhan Wright (printed):

Position: Director Quality Assurance/ ~ Posilion:
Site Quality Head

Date of a‘b -OLr - 13 Date of

Approval: Approval:

Date Issued: AR§-0U - ]/“ Place Issued:

Supersedes:  Not Applicable

EfTective Date:

F

/é)h«;f'b' (JC{_,‘ ’L‘&’/\
.

Lorraine Whitney

Director Regulatory Affairs

Abbott Ireland Diagnostics Division,
Lisnamuck, Longford, Co. Longford, Ireland.

AY-04 -70




a ABBOTT

Declaration of Conformity

Certificate Identification: 04T86
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, Ireland.
List Numbers GMDN Code Namtes and Description of Devices Classification
and Size Code
of Devices
04T8620 52954 Aspartate Aminotransferase? Self-declared
04 30 52954 Aspartate Aminotransferase2 Seli-declared
Authorized European Not Applicable
Representative (name and address)
Storage of technical documentation | Apbott Ireland Diagnostics Division, Li Longford, Co.
(name and address) Longford, Ireland.
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vifro 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
Parhament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member siates.

This declaration is made in accordance with Annex 111 of the ¥VD Directive and is issued under the sole
respounsibility of the manufacturer.

[t .

Signature: ,,g wohern 1S LQ)W Signature: —
Full Name \ Full Name T
(printed): Siobkan Wright (printed): Thomias Breslin
Position: Director Quality Assurance/  Position: Manager Regulatory Affairs

Site Quality Head
Date of 13 -JEF - 11t Date of ! 7" S Ef)'.goe I
Approval: Approval:
Date Issned: 13 -3¢/ - Lot Place Issued:  Abbott Ireland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, Ireland.
Supersedes:  Not Applicable Effective Date: (2 —J&e-1LoL(




| Abbott

0l

Declaration of Conformity

Certificate Identification: DOC-07P9720-SD DELK TPM

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN A : ’ ;
S Cale ot Bivices 1 Code Names and Description of Devices Classification
07P9720 53236 Alinity ¢ Direct Bilirubin Reagent Kit Self-declared
Authorized European N/A

Representative (name and address)

Storage site of technical ; i :
documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, 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.

5
Signature: [ , jﬁﬂ%r Signature: Tl by ek

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: Zz 7@/ 20 Z/ Date of Approval: l1-Jul- 202/
( Date Issued: : 2 - //,744/ ~ ¢ P
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 19-Feb-2019

Effective (Date or

Lot Number): o '(/7{(/ . /\_ﬂcf ;F’ﬁ




) Abbott

Declaration of Conformity

Certificate Identification: DoC-04V5121, 04V5131-SD DELK
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
04V5121 53229 Alinity ¢ Total Bilirubin Reagent Kit Self-declared
04V5131 53229 Alinity c Total Bilirubin Reagent Kit Self-declared
Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.
documentation (name and address)
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.

. o
Signature: ’7- /é“L Signature: / g JM”

Full Name: Joerg Amborn Full Name: Noah Lermer

Position: Director, Quality Assurance Position: Director Regulatory Affairs

Date of Approval: ’2{;' 20 L{q(/ - 049 Date of Approval: AZZ' %-Z‘*f = ,,Zt/f/
Date Issued: 4/,/ = o/;:/ i,;?ﬁ/n
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 27-Feb-2019

Effective (Date or 5 —
Lot Number): /'Z‘ (/d/ﬂ? “o?l?




| Abbott

0l

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DOC-07P5720, 07P5730-SD DELK TPM
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative (name and address)

List Numbers and GMDN o " : i
Stre Coile of Divises | Cide Names and Description of Devices Classification
07P5720 45789 Alinity ¢ Calcium Reagent Kit Self-declared
07P5730 45789 Alinity ¢ Calcium Reagent Kit Self-declared
Authorized European N/A

Storage site of technical
documentation (name and address)

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, 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.

Signature: é . EM'&C{T Signature: LZL,I_MU_JLLMM_“.

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: 22 71,(,; Z{)Z( Date of Approval: [1-Jul-2021
J Date Issued: .::-; - o ?f/ - e ,4
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 31-Dec-2016

Effective (Date or —
Lot Number): < £ - 77A£/’ 202/




c

_Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0488KF
Basic UDI-DI Name: Cholesterol2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
04T8820 Cholesterol2 53359 Wo01010205
04T8830 Cholesterol2 53359 W01010205

Manufacturer | Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
(Name and Address)

Manufacturer SRN | IE-MF-000010070

Authorized Representative | N/A
(Name and Address)

Authorized Representative SRN | N/A

Produced by (Site of Manufacture) | Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
(Name and Address)

Notified Body | TUV SUD Product Service GmbH,
(Name and Identification Number) | RidlerstraBe 65, 80339 Munich, Germany
Notified Body Number 0123
Quality Management System EU Certificate No.
Annex I[X Chapters I and I11, No. V12 054869 0013
Conformity Assessment Procedure | Including an assessment of the technical
documentation for devices concerned on the basis of
representative samples

Common Specifications (CS) | N/A

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: _David Spellman Full Name: Rosemary McEntire
Director Quality Assurance/ Site Quality
Function: Head Function: _Manager Regulatory Affairs
Signature: j% Signature: . | \é&\.{
Date of Approval: 21 OCT 2w Date of Approval: 3 \ OCV QQ‘Q\A}

Signed for, and on
behalf of: _Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

Date Issued: 3| 9T 2=z 4 Place Issued: _Lisnamuck, Longford Co. Longford Ireland
Effective (Date
Supersedes; 25-Sep-2023 or Lot Number): 2L ©OCT z2o72 G
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EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name
BG | BEC JEKJIAPAITHS 3A CLOTBETCTBHE Baszos UDI-DJ HanmeroBanue Ha Gasos UDI-DI
C8 | EUPRCHLASEN] O SHODE Zakladn{ UDI-DI Nazev zakladniho UDI-IM
DA EU-OVERENSSTEMMELSESERKLAERING Grundlzggende UDI-DI Grundlzggende UDI-DI-navn
DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name
EL AHAQEH SYMMOP®OIHE EE Bagwké UDI-DI Ovoungio Baciked UDI-DI
ES DECLARACION UE DE CONFORMIDAD UDI-D{ Bésico Nombre UDI-DI Bésico
ET ELi vastavusdeklaratsioon Pohi-UDI-DI P6hi-UDI-DJ nimi
FR Déclaration de conformité UE TUD-1D de base Nom {UD-ID de hage
HR EUIZIAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI
HU | EU-MEGFELELOSEGE NYILATKOZAT Alapvett UDI-DI Alapvetd UDI-DI neve
IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base
LV ES atbilstibas dekiaricija Pamata UDI-DI Pamata UDI-DI nosaukums
LT ES ATITIKTIES DEKLARACLHIA Bazinis UDI-DJ Bazinio UDI-DI pavadinimas
NO EU-samsvarserklgring Grunnleggende UDI-DI Grunnleggende UDL-DI-navn
PL DEKLARACIA ZGODNOSC! UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI
PT DECLARACAO UE DE CONFORMIDADE UDI-DI basico Nome UDI-DJ Basico
RO Declaratia de Conformitate UE UDI-DI de bazi Nume UDI-DI de bazi
SK. EU VYHLASENIE O ZHODE Zakladny UDI-DI Nézov zékladného UDI-DI
8V EU-FORSAKRAN OM OVERENSSTAMMELSE Grundldggande UDI-DI Namn pi grundiaggande UDI-DI
TR AB Uygunluk Beyam Temel UDI-DI Temel UDI-PI Ismi
EN | Risk Class List Number and Size Code Product and Trade Name
BG | Knac cnopes prcka Katanosien noMep i xox na pasmepa Hme ra npoayxTa H Teproseko
HANMEHOBAHHE
Cs Rizikova tFida Katalogové &islo a koncové dvojtisli Niézev produktu a obehodni nizev
urdujici velikost soupravy
DA | Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og varemarkenavn
DE | Risikoklasse Bestellnummer und Grofiencode Produkt- und Handelsname
EL Katnyopia xivdivou Kaducog Mpotovrog ke Kndixog Tpoiov xo: Epmopixt) Ovopacio
Zuokeuaciog
ES Clase de riesgo Nimero de referencia y codigo de Producto y marca comercial
tamaiio
ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi
FR Classe de risque Référence Nom de produit ¢t de marque
HR | Klasarizika Kataloski broj 1 oznaka pakiranja Naziv proizvoda i za¥ticeni naziv
HU _ | Kockézati osztély Listaszam és készletkiszerelés-kéd Termék- és kereskedeimi név
1T Classe di rischio Numero di listing ¢ codice formato Prodotto e nome commerciale
LV | Riskaklase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas
nosaukums
LT Rizikos klase Katalogo numeris ir dydZio kodas Gaminio ir prekybinis pavadinimai
NO | Risikoklasse Bestillingsnumsmer og storrelseskode Produkt- og handelsnavn
PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa
PT Classe de risco Numero de lista e codigo de Predute e nome comercial
apresentaciio
RO | Clasi derisc Numiir de listd si cod dimensiune Denumirea predusului i denumirea
comerciaii
SK Rizikova trieda Kataidgové &islo Nézov produktu a obchodny nazov
SV Riskkiass Listnummer och storlekskod Produkt och firmanamn
TR | Risk Smufi Liste Numaras! ve Boyut Kodu Uriin ve Ticari Jsmi
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EN | GMDN Code EMDN Code Manufactarer (Name and Address) Manufacturer SRN
BG | Kog GMDN Kox EMDN IMpoussoauTen (uMe U aapec) EPH ua npoussoautens
CS | Kéd GMDN Kaéd EMDN Vyrobce (nézev a adresa) Jediné registracni &islo vyrobee
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Herstelter (Name und Adresse) Hersteller-SRN
EL | Kwdikéc GMDN Kabdikac EMDN Komaokevaarc (Ovopa xar Awdbovon) SRN (Movadikée Apt8pdg Mrtpoov)
(Ovopatohoyia (Ovapoatohoyia Kataokevuot
L TPOTELVOROYIKGY L TPOTELVOROYTIK(DY
APOIOVTOV) Tpoldvrnv)
ES | Codigo GMDN Cédigo EMDN Fabricanie (nombre y direccion) SRN (ndmero de registro inico) del
fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Taotja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvedaé (naziv i adresa} SRN (jedinstveni registracijski broj)
proizvodada
HU | GMDN-kéd EMDN-kad Gyério (név és cim) Gyartd egyedi regisztricids szama (SRN)
1T Codice GMDN Cedice EMDN Fabbricante (nome ¢ indirizzo) SRN (numero di registrazione unico) del
fabbricante
LV | GMDN kods EMDN kods RaZotdjs (nosaukums un adrese) RaZotdja vienotais registracijas numurs
(VRN)
LT | Visuotines medicinos Europos medicines Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklatfiros priemoniy nomenklatiiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent {navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobow producenta
Medycenych
PT | Cédigo GMDN Cédigo EMDN Fabricante (Nome ¢ Morada} Numero imico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume gi adresd) SRN produciitor
SK_| Kéd GMDN Kod EMDN Vyrobca (Ndzov a adresa) Jeding registragéné &islo (SRN) vyrobeu
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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EN | Anthorized Representative (Name ard Authorized Representative SRN Produced by (Site of Manufacture)
Address) (Name and Address)
BG | YnwaxomoueH npeacTasuTen (Hme H EPH Ha ymBIHOMOMeH s [IpEACTABHTESN Tipouseeneuo oT (MACTO Ha
anpec) Npou3BoACTBO) (HMe M anpec)
CS | Zplnomocnény zastupce (nazev a adresa) Jediné registratni &islo zpinomocnéného Vyrobeno {misto vyroby}
zastupce (ndzev a adresa)
DA | Autoriseret repreesentant (navn og adresse) | Autoriseret representants SRN Produceret af (fremstillingssted)
(navn og adresse)
DE | Bevollmichtigter (Name und Adresse) SRN des Bevallmichtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL | Efovcwdomuévo; Avtirpocmnog (Ovope | SRN Efovowdotnuévon Avnizpocdron Kazaoxevdlerol and (Epyostiowo
kot Medboven) TIPAYOYHS)
(Ovopuoio kol Agdbuvon)
ES Representante autorizado (nombre y SRN (ngmero de registro unico) del Producido por (Lugar de fabricacion)
direccién} representante autorizado {Nombre y direccion)
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaaine Tootnud (tootmiskoht) (nimi ja aadress)
Tegisireerimisnumber
FR | Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par {site de fabrication)
mandataire (nom et adresse)
HR | Ovladteni zastupnik (naziv i adresa) 8RN {jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
avladtenog zastupnika (Naziv i adresa}
HU | Meghatalmazott képvisels (név és cim) Meghatalmazott képviseld egyedi Gyérto (gyartas helye)
regisziracios szama (SRN) {név és cim)
1T Mandatario (nome e indirizzo) 8RN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario {nome ¢ ndirizzo)
LV | Pilnvarotais parstivis (nosaukums un Pilnvarotd parstavja vienotais regisiracijas | Ra¥ofs (raZosanas vieta)
adrese) aumurs { VRN) {nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir lgaliotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas
adresas) numeris ir adresas}
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL | Upowazniony przedstawiciel (nazwa i Nigpowtarzalny numer rejestracyjny Wyprodukowano przez {migjsce
adres) upowaznionego przedstawiciela produkeji}
(nazwa i adres)
PT Mandatario (Nome ¢ Morada) Niumero unico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (rume si adresd) SRN reprezentant autorizat Produs de citre (locatie productie) (nume
51 adresd)
SK | Autorizovany zéstupca (ndzov a adresa) Jediné registradné &islo (SRN) Vyrobeng (miesto vysoby)
autorizovaného zastupcu (nazov a adresa)
SV | Auktoriserad representant {nramn och Auktoriserad representants SRN Tillverkas av (tiliverkningsort) (namn och
adress) adress)
TR | Yetkili Temsilei (Tsim ve Adres) Yetkili Temsilci SRN’si Uretici {Uretim Tesisi)

(Isim ve Adres)
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EN | Notified Body (Name and Identification Conformity Assessment Procedure
Number)

BG | Hotudmuspa oprav (Mme ¥ naeHTHOUKATHOREH Tpoitemypa 3a OUGHKA HA CBOTBETCTBHETO
HOMED)

CS Oznameny subjekt (nazev a identifikaéni &islo} Postup posuzovani shody

DA | Bemyndiget organ (navn og Overensstemmelsesvurderingsprocedure
identifikationsnummer)

DE | Benannte Stelle (Name und Identifikationsnummer) | Konformititshewertungsverfahren

EL | Kowormompévog Opyaviouss (Ovoua xan Apfpdc Awducacis afloAoyong shupdpeoong
TANTOR0INGCNL)

ES Organismo Notificado (nombre y niimero de Procedimiento de evaluacion de la conformidad
identificacion

ET Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetlus

FR Organisme notifi¢ (nom et numéro d'identification) | Procédure d’évaluation de la conformité

HR | Pryjavlieno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti

HU | Bejelentett szervezet (név és azonositd szam) Megfeleldségértékelési eljaras

IT Crganismo notificato (nome e numero di Procedura di valutazione della conformita
identificazione)

LV | Pilnvarotd iestade (nosaukums um identifikacijas Atbilstibas novértgianas procediira
numurs})

LT | Notifikuotoji jstaiga (pavadinitmas ir identifikacinis | Atitikties vertinimo procediira
NUMeris)

NO | Meldt argan (navn og identifikasjonsnummer) Framgangsméte for samsvarsvurdering

PL Jednostka notyfikowana {nazwa i rumer Procedura oceny zgodnosci
tdenty fikacyjny)

PT Organismo Notificado (Nome e Nimero de Procedimento de avaliagfo da conformidade
[dentificaggio)

RO | Organism notificat {(nume gi numdr de identificare) | Procedurd de evaluare a conformitagii

SK Notifikovany organ {(Nézov a identifikatné &islo) Postup posudzovania zhody

SV | Anmaélt organ (namn och identifikationsnummer) Férfarande for bedomning av éverensstimmelse

TR | Onaylanmg Kurulus (Isim ve Tanmim Numarasi) Uygunluk Degerfendirme Proseduirii
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EN

Quality Management System Annex IX Chapters T and M1,
Including an assessment of the technical docementation for devices concerned on the basis of
representative samples

BG

Cucrema 3d ynpasaeHne Ha kauectsoto [punomenue )X, rnasu T u [11,
BRITIOYHTEIHO OLEHKE HA TEXHHYECKATA AOKYMEHTALHS HA CROTRETHHTE WIIIHA BEE OCHOBA HA
IPEACTABHTENHH pody

CS

Systém Fizeni kvality Ptiloha IX Kapitoly I a 11,
vEetné posouzeni technické dokumentace dotSenych prostredkit na zaklads reprezentativrich vzorkit

DA

Kvalitetsstyringssystem Bilag IX kapitel [ og III,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pé baggrund af repreesentative prover

DE

Qualititsmanagementsystem Anhang [X Kapitel I und TiL,
einschlieBlich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage
reprasentativer Stichproben

EL

Zhotnue Awysipong Mowmrog Mopdprnue IX Kegahate [ e IE,
ovpmeptapfaveral a5oAéyTon T00 TEVIKOD PakEhav Ve TPOIGVTE TOD sketiovial pe PacT} avTIImPOCHIENTIKG
deiyioto

ES

Sistema de Gestion de Calidad Anexo IX, capitulos Ty IIL,
se incluye una evaluacién de la documentacidn técnica para los productos afectados sobre la base de muestras
representativas

ET

Kvaliteedijuhtimissisteem [X lisa I ja ITF peatiikk
Sealhulgas asjaomaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite pdhial

FR

Systéme de gestion de la qualité Annexe EX Chapitres [ et 11,
Inclut une évaluation de la documentation technique pour les dispositifs concernés, sur la base d échantillons
représentatifs

5

Sustav upravljanja kvalitetom Prilog [X., Poglavlja L i IIE,
ukljuujuéi ogjenjivanje tehnitke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka

&

Mindségirnyitsi rendszer IX. melléklet, I. és [11. fejezet, ideértve az érintett eszkozok miszaki

dokumentacidjinak reprezentativ mintak alapjin valo érickelését

Sistema di gestione della qualita Allegato IX Capitoli I e I1I,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni
rappresentativi

LY

Kvalitates vadthas sistéma DX pielikuma I un [I nodala,
tostarp attiecigo lericu tehniskds dokumentacijas novéntajums, pamatojaties uz reprezentativiem paraugiem

LT

Kokybes valdymo sistema IX priedo U ir ITF skyriai,
jskaitant atitinkamy priemoniy teckninés dokumentacijos vertinima remiantis tipiniais pavyzdZiais

NO

Kvalitetsstyringssystermn Vedlegg IX kapittel I og II,
mkludert en vurdering av den iekaiiske dokumentasjonen for akeuelt utstyr pi srunnlag av representative prever

PL

System Zarzgdzania Jakoseia Zalacznik IX, Rozdziaty T orez 111,
W tym ocena dokumentacii techniczne] danych wyrabéw na podstawie reprezentatywnych probek

PT

Sistema de gestio da qualidade Anexo TX Capitulos [ e Hi,
Incluindo uma avaliagZo da documentagfio técnica para os dispositivos em questdo com base em amostras
representativas

RO

Sistemul de management al calitdtii Anexa IX, Capitolele 1 §i 111 inclusiv o evaluare a documentatiei tehnice
pentru dispozitivele in cauzj pe baza unor probe reprezentative.

SK

Systém riadenia kvality Priloha [X Kapitoly I a III, vratane posidenia technickej dokumentacie prislusnych
pomdeok na zéklade reprezentativnych vzoriek

SV

Kvalitetsiedningssystem Bilaga IX Kapitel I och 11,
Inklusive en bedémning av den tekniska dokumentationen for berorda produkter som grundar sig pa
representativa urval

TR

Kalite Yénetim Sistemi Ek IX Bolim I ve II1
Temsili numuneler bazinda ilgili ¢ihazlar jcin teknik dokimantasyonun deperlendirilmesi dahil
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EN EU Certificate No. Common Specifications (CS) Full Name

BG EC Ceprudrxar No 06w crenubrxaniu (0C) ITEIHD HANMEROBAHHE
CS | Cislo certifikétu EU Spole&né specifikace Cely nazev

DA EU-certifikatnummer Fzelies specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (GS) Vollstindiger Name
EL Apude motonomtikon EE Kowvég apobtaypogéc (KID ITAfpng ovopaeie
ES Numera certificado UE Especificaciones comuynes Nombre completo
ET EL-i sertifikaadi nr Uhtsed kirjefdused Taisnimi

FR N° certificat UE Spécifications communes Nom complet

HR EU potvrda br. Zajednidke specifikacite (,,C§} Puni naziv

HU EU-tanuisitvany szdma Egvséges eldirisok Teljes név

1T N° del certificato UE Specifiche comeni (SC) Nome completo

LV ES gertifikata Nr. Kopigds specifikacijas Pilns nosaukums

LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavarde
NO EU-sertifikatnr. Felles spesifikasjoner Fullt mavn

PL Nr Certyfikatu UE Wspdlne specyfikacje Imig 1 nazwisko

PT Certificado UE N° Especificagtes comtms Nome completo

RO Nr. certificat UE: Specificatii comune {C8) Numele complet

SK Certifikat FU & Spolocéné ¥pecifikicic Cely ndzov

Sv Nummer pd EU-intyg Gemensamma specifikationer Fullstandigt namn
TR AB Sertifika Numaras: Genel Spesifikasyonlar (GS) Ad1 Soyad:

EN Function Signed for, and on behalf of Date Issued

BG JntkHocT TToanKcaHo 338 W OT UMETO HA JlaTa Ha H3nABRAKHG
CS Funkce Podepsano za a jménem Datum vyddni

PA | Funktion Underskrevet for og pd vegne af Udstedelsesdato

DE Funktion Unterzeichnet fur und im Auftrag von Datum

EL Agizovpyic YROYpOQETEL Y10 Ko £K HEPODC TOV/TIG Huspopnvio &xdoong
ES Funcién Firmada per, ¥ en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Viljeandmise kuupiev
FR Fonction Signé par et au nom de Date d'établissement
HR [ Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztids Alaird a kovetkezd képviseletében és nevében Kiadés datuma

IT Funzione Firmato a nome e per conto di Data di nlascio

LV Amats Parakstits $adas personas varda I1zdoganas datums
LT Pareigos Subjekto, kurio vardu pasirajoma, pavadinimas Iidavimo data

NO | Funksjon Signert for, og pd vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funcdo Assinado e em nome de Data de emissdio

RO Functis Semnat pentru si in numele Data eliberjrii

SK Funkeia Podpisané za a v mene Détum vydania

SV Funktion Undertecknat ft och pé uppdrag av Datum for utfiirdande
TR Gorevi Namuna ve temsilen imza Diizenlenme Tarihi
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EN Supersedes Signature Date of Approval
BG 3amecTna Tloankc Jlara Ha oncOpeuve
C8 Nahrazyje Podpis Datum schvaleni

DA | Erstatter Undersknift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avnkebiotd Yroypagt Huepourvie &vkpiong
ES Sustituye Fimma Fecha de aprobacién
ET Asendab Allkiri Heakskiitmise kuupiev
FR | Annule et remplace Signature Date de ["autorisation
HR Zamjenjuje Potpis Datum odebrenja

HU Hatalytalanitja a kovetkezd dokumentumeot: Alairds Jaovahagyds détuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts Apstiprina§anas datums
LT Pakeitia Parasas Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO | Inlocuitor Semnfitura Data aprobarii

SK. Nehradza Padpis Datum schvélenia

8V | Ersatter Namnteckning Datum for godkiinnande
TR Yerini aldig1 belge Imza Onay Tarihi

EN | Place Issued Effective (Date or Lot Number)

BG MscTo g mingsade B cuna or/3a_(nara wid HOMep Ha NApTHIA)

S Misto vydani Uinné od (datum nebo &islo Sarze)

DA | Udstedelsessted Ikrafitreedelse (dato eller lotnymmer)

DE Ort Galtig ab (Datum oder Chargenbezeichnung)

EL Tomog éxdoong Ze 1030 and (Huspopunvia A ap. mopridec)

ES Expedidaen Efectiva (fecha o nlumero de lote)

ET Viljaandmise koht Joustuming (kuupdev vi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR | Mijesto izdavanja Stupa na snagu {datum i broj serije)

HU | Kiadés helye Hatalybalépés (datum vagy iételszam)

IT Luogo di rilascie Valido da (data 0 numero di lotto)

LV {zdo3anas vieta Spéka ne (datums vai partijas aumurs)

LT Iidavimo 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 emissdo Efetividade (Data ou niimero de lote)

RO | Locul eliberirii Valabilitate (data sau numarul lotytui)

SK Miesto vydania Utinnost od (datum alebo &islo fare)

SV Plats for utfardande Verkstilligt (datum eller lotnummer)

TR Diizenlendigi Yer Yirarltk (Tarih veya Lot Numarast)
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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 aud of the Council of § April 2017 on In Vitro Diagnostic Medical Devices, This declaration is
made in accordance with Annex IV of the VD Regulation and is issued under the sole responsibility of the manufacturer,

BG

Hate, nonynomicaHtTe, ¢ HACTOALEOTO JEKIEPHPAME, Y€ TOPEOTRCAHOTO(HTE) METHEHHCKO{H ) H3IeHe(s) 32 HHBHTPO JHArAOCTHKA OTroBapa(T) Ha
NpHIOKKMHATE pasnopentu na Pernament (EC) 2017/746 na Esponeiickua napnamenT 1 Ha Ceseta o1 5 anpun 2017 I. OTHOCHO MEAHIHHECKHTE M3 33
HHBUTPO AHarHocTira. Tasu nexnapauys € Hanpasesa B choTBETCTBME ¢ TTpunoskeruse [V Ha PernaMertta 3a IVD 4 3a HeflioT0 H332BAHE OTrOBOPHOCT HOCH
€AHHCTBEHO IPOH3BOAHTENAT,

Cc8

My, niZe podepsani, timto prohladujeme, Ze diagnosticky(-&) zdravotnicky{-é) prostfedek (prostfedky) in vitro uvedeny(-é) vvie je (jsou) ve shodé s ptislusnymi
ustanovenimi nafizen{ Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedeich in vitre. Toto
prehlageni je v souladu s Pilohou 1V nafizeni IVD a je vydano na vyhradni odpovédnost vyrobee.

DA

Vi, undertegnede, erklerer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemimelse med de geeldende )
bestemmelser | Europa-Parlamentets og Rédets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erklzring afgives |
overensstemmelse med IVD-forordningens bilag [V og udstedes under fabrikantens encansvar.

DE

Wir, die Unterzeichner, erkléren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprqchenden
Bestimmungen der Verordnung (EU) 2017/746 des Europaischen Parlaments und des Rates vom 5. April 2017 iiber In-vitro-Diagnostika erfiillen. Diese
Erklarung erfolgt gerndfl Anhang 1V der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epei, ot vroypapovteg, SnAMVOULE HE T0 TRPGY OTL T TPOGVIPEPOLEVE SIryVmOTIKE WRTPOTEXVOROYLKE TPOIOVIN CUMHOPQHVOVIRL ke TIC 10YboVsEs S1Tdseng
00 Kovoviopot (EE} 2017/746 10v Evpamaikod Korvofovkion xen tov Zupfiovkion me 5% Anpidion 2017 oxetikd pe ta in vitro Siyveonkd
wrpoteyvehoycd Tpoidvia. H Sihkmon av yivetol shpgeva pe to Hopapnpe 1V tov Kevovicped TVD ko exdiderar e anoxhacm eofiv tou
KOTHOKENGETY

ES

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

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud #n vitre diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 3. aprilli 2017. aasta
midruse (EL) 2017/746 (in vitre diagnostikameditsiiniseadmete kohta) kohaldatavatele satetele. See deklaratsioon on koostatud vastavalt IVD madruse IV lisale
ning sefle viljastamise eest vastutab ainult tootja.

FR

Nous soussigné(e)s, déclarons par l2 présente que le(s) dispositif{s) médical(aux) de diagnostic i 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 refatif aux dispositifs médicaux de diagnostic in
vitro. Cette déclaration est établie conformément 4 |’ Annexe IV du Réglement DIV sous ia seule responsabilité du fabricant.

Mi, niZe potpisani, ovim putem izjavijujemo da su gore navedeni in wrro dijagnosticki medicinski proizved(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vijeéa od 5. travnja 2017. o in vitro dijagnostitkim medicinskim proizvodima.
Ova e izjava sastavliena u skladu s Prilogom IV, Uredbe IVD i izdaje se pod isklju¢ivom odgovornoiéu proizvodada.

HuU

Alulirottak ezennel kijelentjuk, hogy a fent lelrt in vitro orvostechnikaf eszkoz(ck) megfelel{nek) az Eurdpai Parlament és a Tandcs in vitro diagnosztikai
orvostechnikai eszkozokrol szold (EU) 2017/746 (2017 4prilis 5.) rendelete (IVD rendelet) vonaikozo rendetkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV, mellékletében foglait eldirasoknak, és a gydrid kizardlagos feleldssége alapjan keriilt kieddsra.

IT

Noi, i sottoscritti, con la presente dichiariama che il(i) dispositivo(i) medico-diagnostico(i) i vizro sopra descritio(i) ¢(sono) conforme(i} atle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo ¢ del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici i vitro. Questa
dichiarazione ¢ redatta in contormita all'ailegato 1V de! regolamento IVD ed ¢ rilasciata sotto la responsabilita esclusiva del fabbricante,

LV

Més, apakia paraksttjulies, ar 3o pazinojam, ka ieprieks aprakstTta{-s) i vitro diagnostikas mediciniska(-s) ierfce(-es) atbil§t Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piem&rojamajam prasibam par in vitro diagnostikas mediciniskam ierfeém. St deklaracija ir sagatavota seskand ar
IV regulas IV pielikumu un par izdodanu atbild vienigi raZotajs.

LT

Mes, tollau pasiragiusieji (-iusiosios), pareiskiame, kad ankstiau minéta (-os) in vitre diagnostikos medicinos priemoné (-és) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento {(ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy faikytinas nuostatas. 3i deklaracija yra parengta
vedovaujantis IVD reglamento IV priedu ir yra iduodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erklzrer herved at wistyret til i vitro-diagnostikk som er anfisrt ovenfor, er i samsvar med gieldende bestemmelser i Europaparlaments- og
ridsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til i vitro-diagnostikk, Denne etkleringen er utarbeidet i overensstemmeise med
vedlegg FV i FVD-forordningen og er utstedt under produsentens eneansvar,

PL

My, nizej podpisani, ninigjszym o$wiadczamy, ze wymieniony(-e) powyzej wyrdb(wyroby) medyczny(-¢) do diagnostyki in vitro spelnia{-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 £, w sprawie wyrobow medycznych do diagnostyki in
vitro. Niniejsza dekiaracja zostala sporzadzona zgodnie z Zatacznikiem IV Rozposzadzenia IVDR i wydana na wylaczng odpowiedzialnosé producenta.

PT

Nos, abaixo assinados, declaramos que os dispasitivos médicos parz diagndstico in virro deseritos acima estdo em conformidade com as disposiges aplicaveis
do Regulamento (UE) 2017/746 do Parlamento Europeu ¢ do Conselhe, de 5 de abril de 2017, relativo aos dispositives médicos para diagndstico in vitro. Esta
declaracdo € feita em conformidade com o anexo IV do Regulamento IVD e é emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatti, declarim cd dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme ct dispezitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2617 privind Dispozitivele medicale pentru diagnosticul in vitro. Prezenta
declaratie este emisd in conformitate cu anexa [V la Regulamentul IVD si este emisd sub responsabilitatea exclusiva a produciitorului.

SK

My, delupodpisani, tymto vyhlasujeme, Ze diagnosticka(-¢) zdravotnicka(-¢) pomdeka(-y} uvedead(-6) vyiiie je (si) v zhode s prislusnymi ustanoveniami
Nariadenia Eurépskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pombckach in vitro, Toto vyhlasenie je v silade
s Prilohou IV k Naradeniu 1VD a vydédva sa na vyhradni zodpovednost’ virobeu.

SV

Vi, undertecknade, forsakrar hiirmed att den etler de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan éverensstammer med de tilampliga
bestdmmelsema i Europaparlamentets och radets forordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for ir vitro-diagnostik. Denna
forsakran girs { enlighet med bilaga IV till IVD-firordningen och utfirdas under tillverkarens enskilda ansvar.

TR

Biz, asafida imzalari bujunan, yukanda belirtilen in vitro diagnostik tibbi cihazlarin, 20177746 sayih Avrupa Parlamentosu (AB) Yénetmeligi ife 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hukimlerine uygun oldugumu beyan ederiz. Bu beyan IVD Yonetmeligi Bk IV uyannca yapilmigar
ve lreticinin miinhasir sorumlulugu altindadir,

End of form
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0491K4
Basic UDI-DI Name: Creatinine2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
04T9120 Crealinine2 33251 Ww01010207
Manufacturer | Abbott [reland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
{Name and Address)
Manufacturer SRN | TE-MF-060010070
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A

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

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford lreland

Notified Body
(Name and Identification Number)

TOV SUD Product Scrvice Gmb,
Ridlerstrafie 63, 80339 Munich, Germany
Notified Body Number 0123

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

Quality Management System

Annex IX Chapters [ and I1l,

Including an assessment of the technical
documentation for devices concerned on the basis of
representative samples

Common Specifications (CS)

N/A

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 Apri! 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: _David Speliman Fuil Name: _Sandra Gallagher
Director Quality Assurance/ Site Quality
Function: Head Function: Manager Regulatory AfTairs
Signature: M/ Signature: S. &M
T )
Date of Approval: [0 SEP 102§ Date of Approval: 5 - SEF-Zradiy

Signed for, and on
behalf of:

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

Date [ssued:

(O SEp 2oty

Place Issued: _Lisnamuck, Longford Co. Longford Ireland

Supersedes:  13-Mar-2023

Effective (Date

or Lot Number): FS gf/ﬂ LT
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EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name
BG EC JEKJIAPALIMA 3A CHOTBETCTBHE Bazos UDI-DI Haumenosaane ma Hazoe UDIL-DI
CS EU PROHLASENI O SHODE Zakladni UDI-DI Nizev zakladniho UDI-DI
DA EU-OVERENSSTEMMELSESERKL/ERING Grundizggende UDI-DI Grundleggende UDI-DI-navn
DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UD!-DI Name
EL AHAQZH EYMMOPQQEHZ EE Bagiké UDI-DI Ovopacio fasiked UDI-DI
ES DECLARACION UE DE CONFORMIDAD UDI-DI Basico Nombre UDI-DI Basico
ET ELi vastavusdeklaratsioon Pahi-UDI-DI Pshi-1IDI-DI nimi
FR Déclaration de conformité UE 1UD-ID de base Nom 1UD-ID de base
HR EU 1ZJAVA QO SUKLADNOSTI Osnovni UDI-DI Naziv esnovnog UDI-DL
HU EU-MEGFELELOSEG] NYILATKOZAT Alapvetd UDI-DI Alapvett UDL-DI neve
IT Dichiarazione di conformita UE UD1-DI di base Nome UDI-DI di base
LV ES atbilstibas deklardcija Pamata UDI-D} Pamaia UDI-DI nosaukums
LT ES ATITIKTIES DEKLARACIIA Bazinis UDI-DI Bazinio UDI-DI pavadinimas
NO | EU-samsvarserklering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn
L DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI
PT DECLARACAQ UE DE CONFORMIDADE UDI-DI basico Nome UDI-DI Bésico
RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-Di de bazd
SK EU VYHLASENIE G ZHODE Zakladny UDI-DI Nazov zakladného UDL-DI
SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundlaggande UDI-DIL Narmn ph grundlaggande UDI-DI
TR AB Uygunluk Bevan: Temel UDI-DI Temel UDL-DI1 [smi
EN Risk Class List Number and Size Code Product and Trade Name
BG | Kaac cmopen pucka KaTanoxell HOMep ¥ KO Ha pasMepa Hme Ha npoayKTa ¥ TLProBeKko
HauMCHOBAHHNE
CS Rizikova tfida Katalogové &islo a koncove dvoj€isli Nazev produktu a obchodni nazev
urégici velikost soupravy
DA | Risikoklasse Bestillingsnummer og sterrelseskode Produkl- og varemerkenavi
DE Risikoklasse Bestellnummer und GraBencode Produkt- und Handelsname
EL Katryopit Kivdivow Kk TIpoidvtog ke Kmduog Tpoidy ke Epropucr) Ovopaaia
SuoKsuuoiog
ES Clase de riesgo Numerto de referencia y codige de Producto y marca comercial
tamario
ET Riskiklass Katalooginumber ja suurusekood Tootc nimetus ja kaubanimi
R Classe de nisque Reférence Nom de produit et de marque
HR | Klasarizika Katalogki broj i oznaka pakiranja Naziv proizvoda i zagtiéeni naziv
HU Kockdzali osztaly Listaszam &s készletkiszerelés-kod Termék- és kereskedelm nev
1T Clagse di rischio Numere di listino ¢ codice formato Prodotto € nome commerciale
LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas
nosaukums
LT Rizikos klasé Katalego numeris ir dydZio kodas (raminio ir prekybinis pavadinimai
NO | Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn
PL Klasa ryzyka Numer katalogowy Nazwa produktu | nazwa handlowa
PT Classe de risco Namero de lista e codigo de Produto € nome comercial
apresentaciio
RO | Clasaderisc Numir de listd 5i cod dimensiune Denumirea produsului gi denumirea
comerciald
SK Rizikové trieda Katalogové Eislo Nazov produktu a obchodny nazov
8V Riskklass Listnummer och storlekskod Produkt och firmanamn
TR Risk Sumfi Liste Numarasi ve Boyut Kodu Ufrin ve Ticari [smi

Pagc 2 of 9



EN | GMDN Code ENDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Koo GMDN Koa EMDN iIponsBoasTen (uMe 1 agpec) EPH ka opoussoauTens
CS | Kod GMDN Kod EMDN Vyrobee {nazev a adresa) Jediné reaistradni éislo vvrobee
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SEN
EL | Kodwdg GMDN Kmdwag EMEN Karaokevestig (Ovopa ket Agdbvvon) SRN (Movadikog ApiOpse Mnzpaon)
(Ovopatoroviu (Ovopatoioyia Koawuokevaot
WTPOTELYOAOYIKDY LT POTERVOLOYIKY
TpoidvTLV) TPOIoVILY)
ES Codigo GMDN Codigo EMDN Fabricante (nombre v direccion) SRN (nimero de registro tnico) del
fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreenmisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodaé (naziv i adresa) SRN {jedinstvent registracijsk{ broj)
proizvodaca
HU | GMDN-kod EMDN-kod Gyartd (név és cim) Gydrté egyedi regisztracios szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizza) SRN (numero di registrazione unico) del
fabbricante
LY | GMDN kods EMDN kods RaZotdjs (nosaukums un adrese) RaZotaja vienotais registracijas numurs
(VRN}
LT | Visuotinés medicinos Europos medicinos Gamintajas {pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklatiros prigraeniy nomenkiatiiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent {navn og adresse} Produsentens SRN
PL. | Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobow producenta
Medycznych
PT | Codigo GMDN Cédigo EMDN Fabricante {Nome e Morada) Numero Unico de regisio do fabricante
RO | Cod GMDN Cod EMDN Producator (nume si adresi) SRN producator
SK_ | Kod GMDN Kod EMDN Vyrobea (Nazov a adresa) Jeding registraéng Eislo (SRN) vyrobeun
5V | GMDN-kod EMDN-kod Tillverkare {namn ach adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici {Isim ve Adres) Uretici SRN’si
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EN | Authorized Representative (Name and Authorized Representative SRN Produced by {Site of Manufacture)
Address) (Name and Address)
BG | YupanomoieH npeasTasmiet (HMe 1 EPH Ha yInAHOMOUEHNS UPETCTARKTER [IpouzBeneHe 0T (MACTO Ha
anpec) IPOM3BOACTBO) (MMe | anpec)
CS | Zplnomocnény zastupee {ndzcv a adresa) Jeding registraéni &islo zplnomocnéngho Vyrobeno (misto vyroby)
FAstupce (ndzev a adresa)
DA | Autoriseret represeniant (navn og adresse) | Autoriseret reprsentants SRN Preduceret af (fremstillingssted)
{navn og adresse)
DE | Bevollmichtigter (Name und Adresse) SRN des Bevolimichtigten Hergestellt von (Herstellungsstandaort)
(Name und Adresse)
EL Efovsiodotnpévog Avoimpocwrog (Ovope | SRN Efouciodotnuévon Aviimpocanon Komaokenaletul and { Epyootioio
Kol AtevBuvan) FRPEYIYRS)
{Ovougaig kel Aigifuvon)
ES | Representante autorizado (nombre y SRN (numero de registre 0nico) del Producido por {Lugar de fabricacién}
direccion} rcpresentante autorizado {Nombre y direccién)
ET | Volitatud esindaja (mimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootmiskoht} {nimi ja aadress)
registreerimisnumber
FR | Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication)
mandataire {nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa} SRN {jedinstveni registracijski broj} Proizvodi (Mjesto proizvodnje)
ovladtenog zastupnika (Naziv i1 adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott keépviseld egyedi Gyarto (gvartas helve)
regisztracios szama (SRN) (név és cim)
iT Mandatario (nome e indirizzo} SRN (numero di registrazione unice) del Prodotto da {sito di fabbricazione)
mandataric {nome g indirizzo}
LY | Pilnvarotais parstavis (nosaukums un Pilnvarota parsidvja vienotais registracijas RaZots {ra¥odanas vieta}
adrese) numurs [ VRN} (nosaukums un adrese)
LT {galiotasis atstovas (pavadinimas ir [galiotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas
adresas) numeris ir adresas)
NO | Autorisert representant {(navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
{navn og adresse)
PL Upowazniony przedstawiciel (nazwa i Niepowtarzaloy numer rejestracyjny Wyprodukowano przez {migjsce
adres) upowaznionego przedstawiciela produkeji)
{nazwa i adres)
PT Mandatanio (Nome e Morada) N{mero unico de registe do mandataric Produzido per (Local de fabrico)
(Nomg & Morada)
RO | Reprezentant autorizat (nume §i adresd) SRN reprezentant autorizat Produs de catre (locatie productie) (nume
51 adresd)
SK | Autorizovany zastupca (nazov 4 adresa) Jediné registraéne &islo (SRN) Vyrobené (miesto vyroby)
autorizovaného zdstupcu (nizov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tiliverkningsort) (namn och
adress) adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkiii Temsilei SRN"si Uretici {Uretim Tesisi)

(Isim ve Adres)

Page 4 o9



EN | Notified Body (Name and Identification Conformity Assessment Procedure
Number)

BG Hotuduruupat oprad (uye v uie HTHGUKALMOHEK [Ipoueaypa 3a CUEHKA & ChOTRETCTBHETO
HOMEp)

Cs Ozndmeny subjekt {ndzev a identifikaéni &islo) Postup posuzovani shody

DA | Bemyndiget organ (navn og Overensstemimelsesvurderingsprocedure
identifikationsnummer)

DE Benannte Stelle (Name und Identifikationsnummer) | Konformitatsbewertungsverfahren

EL Kowomompévog Opyoviopog (Ovopo ken ApiBpsg Aledikosit £100YNoNG CULUOPPAoTS
TULTONOinaNg}

ES Organismo Netificado {nombre y nimero de Procedimiento de evaluacion de la conformidad
identificacion

ET | Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetius

FR | Organisme notifié¢ {nom et numéro d'identification) | Procédure d'évaluation de la conformité

HR | Prijavljenc tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti

HU | Bejelentett szervezet (név és azenositd szam) Megfelelbséoéridkelési eljaras

IT Organismo notificato {nome e numero di Procedura di valutazione della conformita
identificazione)

LY Pilnvarotd iestade (nosaukums un identifikacijas Atbilstibas novertésanas procediira
numurs)

LT Notifikuotoji jstaiga {pavadinimas ir identiftkacinis | Atitikties vertinimo procediira
numeris)

NO | Meldt organ {navn og identifikasjonsnummer) Framgangsmdle [or samsvarsvurdering

PL Jednostka notyfikowana (nazwa L numer Procedura oceny zgodnosci
identyfikacyjny)

PT Crganismo Notificado (Nome ¢ Numere de Procedimento de avaliaciio da conFormidade
{dentificagio)

RO | Organism notificat (nume si numir de identificare) Procedurd de evaluare a conformitétii

SK Notifikovany oredn (Ndzov a identifikaéné &islo) Postup posudzovania zhody

SV | Anmélt organ {namn och identifikationsnummer) Férfarande [or bedémning av évercnssiimmelse

TR | Onaylanmig Kurulug (Isim ve Tanim Numarasi) Uy gunluk Degerlendirme Prosedilrii
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EN | Quality Management System Annex IX Chapters I and 11J,
[ncleding an assessment of the technical documentation for devices concerned on the basis of
representative samples
BG | Cucrema 3a vIopapnenre va kauecTeoTo [Ipwiokense X, rnasn [ulll,
BIUTOYHTENHG OLEHKA Ha TeXHHUECKATa AOKYMEHTALMY Ha ChOTBETHHTE HIIS/IMLT 8b3 OCHOBA HA
TpencTABHTEIHK Npobu
CSs Systém fizeni kvality Pliloha IX Kapitoly [ a J1L,
véetnd pasouzeni technicke dokumentace dotéenveh prostfedict na zikladé reprezentativnich vzorkd
DA | Kvalitersstyringssystem Bilag 1X kapitel Log ITI,
Herunder en vurdering af den wekniske dokumentation for relevant udstyr pa baggrund af repraesentative prover
DE | Gualitasismanagementsystem Anhang IX Kapitel I und 11T,
einschlieBlich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage
reprisentativer Stichproben
EL Thompa Awygipiong Howtntog Tapiprpe [X Keparae [ 11,
cupmepthapPivetal aEloAdyIoT TOL TEMKOD (aKshoy Y Tpoidvie mov ebeTéiovion Ke oy AVITPOTHREVTING
HElYpOTE
CS Sistema de Gestion de Calidad Anexo IX, capitulos 1y III,
se incluye una evaluacion de la documentacion técnica para los productos afectados sobre la basc de muestras
epresentativas
ET | Kvalitcedijuhtimissusteem [X lisa [ ja LI peatiikk
Sealhulgas asjaomaste seadmete tehmilise dokumentatsiooni hindamist esindavate valimite pdhial
FR Systémc de gestion de la qualité Anmexe IX Chapitres [ et 11,
Inclut une évaluation de la documentation technique pous les dispesitifs concemés, sur la base d”échantillons
représentatifs
HR | Sustav upravljanja kvalitetom Prilog IX., Poglavlja 1.1 L1,
ukljugujuéi ocjenjivanje tehnitke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka
HU | Mindségivanyitast rendszer IX. mellekley, L és [11. fejezet, ideértve az érintett eszkozdk mlszaki
dokumentaciojanak reprezentativ mintak alapidn vald értékeléset
IT Sisterna di gestione della qualita Allegato IX Capitoli L e LIL
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni
rappresentativi
LV | Kvalitates vadibas sistema IX pielikuma I un 11l nodala,
tostarp attiecigo ieriéu tehniskas dokumentacijas novErtEjums, pamatojolies uz reprezentativiem paraugicm
LT Kokybes valdymo sistema [X priedo [ ir [T skyriai,
iskaitant atitinkamy priemoniy techninés dokumentacijos vertinima remiantis tipiniais pavyzdZiais
NO | Kvalitetsstyringssystem Vedlegg IX kapittel [ og 111,
inkludert en vurdering av den tekniske dokumentasjonen for aktuelt utstyr pa grunnlag av representalive prover
PL System Zarzadzania Jakoscia Zatacznik [X, Rozdzialy [ oraz 11,
w tvm ocena dokumentacii technicznej danveh wytobdw na podstawie reprezentatywnych probek
PT Sistema de gestio da qualidade Anexo IX Capitulos [ ¢ I1L.
Incluindo uma avaliagic da documentagiio técnica para os dispositivos em questdo com base em armostras
representativas
RO | Sistemul de management al calitatii Anexa [X, Capitolele | §i [Tl inclusiv o evaluare a documentatiei tehnice
pentru dispozitivele in cauzd pe baza unor probe reprezentative.
5K Systém riadenia kvality Priloha IX Kapitoly 1a I, vratane posadenia technickej dokumentacie prislusnych
pomdcok na zaklade reprezentativnych vzoriek
SV Kvalitetsledningssystem Bilaga IX Kapitel [ och L.
Inklusive en beddmning av den tekniska dekumentationen for berérda produkter som grundar sig pé
representativa urval
TR Kalite Yonetim Sistemi Ek 1X Boltm [ ve 111

Temsili numuncler bazinda ilgili cihaziar igin teknik dokimantasyonun deferlendirilmest dahil
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EN EU Certificate No. Commaon Specifications (CS) Full Name

BG EC Ceprudiskar Ne 06wy croeynpuxaudy (OCH ITsME0 HaHMElOBALLE
Cs Cislo certifikatu EU Spole¢né specifikace Cely nazev

DA EU-certifikatoummer Falles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (GS) Vollstandiger Name
EL Appoe metoteum ket EE Kowég mpodievpapés (KIT) [Thiprg ovopasio
ES Namero certificado UE Especificaciones comunes Nombre completo
ET EL-i sertifikaadi nt Uhtsed kifjeldused Taisnimi

FR N° eertificat UE Spécifications communes Nom complet

HR EU potvrda br. Zajednicke specifikacije (CS) Puni naziv

HU Ell-tanusitvény szama Egységes elGirasok Teljes nev

IT N” del certificato UE Specifiche comuni (8C) MNome completo

LV ES sertifikata Nr. Kopigas specifikacijas Pilns nosaukums

LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavardé
NO EU-sertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certy{ikatu UE Wspolne specyfikacje [mie i nazwisko

PT Certificado UE N° Especificagbes comuns Nome completo

RO Nr. certificat UE: Specificafii comune (CS) Numele complet

SK Certifikat EU & Spoloéné 3pecifikacie Cely ndzov

SV Nummer pi EU-intyg Gemensamma specifikationer Fullstandigl namn
TR AB Sertifika Numarasi Genel Spesifikasyoniar {GS) Adi Soyad:

EN Funetion Signed for, and on behalf of Date Issued

BG JIAEEHOCT [lonnucano 3a i o1 HMRTO HA Jlata Ha K3zaBaHe
C5 Funkee Podepsano za a meénem Datum vydani

DA Funktion Underskrevet for og pa vegne af Udsledelsesdato

DE Funktion Unterzeichnet fiir und im Aufirag von Datum

EL Aeitoupyie Yrovpa@ere yie Kot £X_ uEpons TowTng Huepopmvia éxdoong
ES Funcion Firmada por. v en nombre de Fecha

ET Funktsioon Alla kirjutannd (kelle poolt ja nimel) Viiljaandmise kuupéiev
FR Fonction Signé par et au nom de Date d'¢lablissement
HR Funkeija Potpisano za i u ime Datum izdavania
HUJ Beosztas Alairg a kovetkezo képviseletében és nevében Kiadas datuima

1T Funzione Firmato & nome ¢ per conte di Data di rilascio

LV Amats ParakstTis §adas personas varda Izdoganas datums
LT Pareigos Subjekto, kurio vardu pasirajoma, pavadinimas isdavimo data

NO Funksjon Signert for, og pd vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funcdo Assinado e em nome de Data de emissio
RC | Funciia Semnat peniru $i In humele Data eliberdrit

5K Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfirdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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EN Supersedes Signature Date of Approval
BG JamecTsa [oamac [ata Ha ogofpexue
CS Nahrazuje Podpis Datum schvileni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genchmigung
EL. Avticeotd Ymoypagn Huepepunvia £ykpiong
ES Sustituye Firma Fecha de aprobacion
ET Ascndab Allkin Heakskiitmise kuupaey
FR Annule et remplace Signature Date de |’ autorisation
HR | Zamijenjuje Potpis Datum odobrenia

HiJ | Hatalytalanitja a kovetkezd dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LY Aizsti Paraksts Apstiprinadanas datums
LT Pakeitia Para8as Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdaio

PL. Zastepuje Podpis Data zalwierdzenia
PT Substitw Assinatura Data de aprovagdo
RO | Inlocuitor Semnaturd Data aprobiirii

5K Nahradza Podpis Datumn schvalenia

SV Ersatter Namnteckning Datum for godkinnande
TR Yerini aldif belge imza Onay Tarihi

EN | Place Issued Lffective (Date or Lot Number)

BG MiacTo Ha W3T1aBaHe B cHna o732 (1aTa HAK HOMED HA MAPTHIA)

CS Misto vvdani Uginné od {datum nebo &islo SarZe}

DA Udstedelscasted Tkraftrraedelse (dato eller lotnummer)

DE Ort Gultig ab {Datum oder Chargenbezeichnung)

EL Tonog £xdoon T 1oy and (Hpepopnvie i ap. moptidas)

LS Expedida en Efectiva {fecha o nimero de lote)

ET Viljaandmise koht Jaustumine (kuupiey vii partiinumnber}

FR [ieu d"établissement Entrée ¢n viguewr (date ou numéro de lot)

HR | Mjesto 1zdavanja Stupa na snagu {datum ili broj serije}

HU | Kiadas helve Hatalybalépés (détum vagy téielszam)

IT Luogo di rilascio Valide da (data o numero di lotto)

LY Izdodanas vieta Speka no (datums vai partijas numurs)

LT I3davimo vieta Isigalioja (dara arba partijos numeris)

NO Utstedelsessted Gielder fra (dato eller lotnummer)

PL Mieisce wydania Obowiazuje od (data lub numer partii)

PT Local de emissdo Efetividade (Data ou nimero de lote)

RO | Locul eliberdrii Valabilitate (data sau numdrul lotylui)

SK Miesto vydania Utinnost’ od (daium alebo &islo Sarze)

SV Plats for utfirdandc Verkstilligt (datum efler lotnummer)

R Diizenlendii Yer yirarlitk (Tanh veva Lot Numarasi)
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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 1V of the IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG

Hite, gonyoonucasuTe, ¢ HACTOALOTO JEKNapHpaMe, Je rOPE0TTHCAHOTO(HTE) MEIHIMICKO(H ) uzaenHe(x) 3a HEBHTPO JHAFHOCTHEA OTTOBAPA(T) Ha
MPEIOKEMUTE pasnopeidn Ha Pecnament (EC) 2017/746 na EBponefckus mapmaMeHT i #a ChaeTa o 5 anpwi 2017 7. 0THOCHG MEHUHECKHTE M31eMIA 32
HHBRTPO gHarHocTura. TasH nexiapalns e Halpapend B ChOTREILTBHE C [Tpunowkenue 1V va Permamenta 3a VD it 33 KelHOTC M3MdBakE OTFOBOPHOCT HOCK
ELMHCTBEHO NPOH3BOMUTENAT,

s

My, ni%e podepsani, timte prohladujeme, 7e diagnosticky(-€) zdravotnicky(-¢) prostfedek {prostfedky) in vitro uvedeny(-€) vyse je (jsou} ve shodé s pifsludnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 2e doe 5. dubna 2017 o diagnostickych zdravotnickych prostiedcich in viiro. Toto
prohlieni je v souladu s Pilehou [V ngfizeni [VD a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, underiegnede, erklerer herved, at det in vilre-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de gazldende
hestemmelser i Europa-Parlamentets og Radets forordning (E17) 2017:746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. IJenne erklering afgives i
overensstemmelse med [VD-forordningens bilag IV og udstedes under fabrikantens encansvar.

DE

Wir, die Unterzeichner, erklaren hiermil, dass das oben beschricbene Tn-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 3. April 2017 diber In-vitro-Diagnostika erfilllen. Diese
Erklirung erfolet gemal Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeiz, 01 DIOVPGOOVIES, SNAGVOULE UE T0 Topdy 6Tt Te APOUVILEEPOPEVE SULYVOSTIKG IUTPOTEYVOLOYIKG TPOTGYTU GUN HOPQOYOVTHL PE T15 WKboLeE; Sutddels
1o Kavovisuol (EE) 20177746 tov Evprmaikod Kowofiovhion kat tov TupBoviion g 5 Anpraion 2017 oyeTich pe ¢ In Vitro SeyvooTika
wrpoteyvoroykd mpoidvia. H Siiwon aut yiveral chppave Le 10 Topéptpe 1V 1ov Kevoviopod IVD ka skdibetar pe GIOKAEIGTIKT €DV TOV
KGTOGKELRGTN

Nosotros, los abajo firmantes, por la prasente dectaramos que el(los) producto(s) sanitario(s} para diagndstico ir vitre descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo v del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnéstico
i vitro. Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento [V v es emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud iz vitro diagnostikameditsiiniseadmed vastavad Curoopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
médruse (EL) 2017/746 (ir virre diagnostikameditsiiniscadmete kohta) «ohaldatavatele satelcle. See deklaratsioon on koostatud vastavalt [VD maaruse IV lisale
ning selle viljasiamise eest vastutab ainult tootia,

FR

Nous soussigné(c)s, déclarons par la présente que le(s) dispositif(s) médical{aux} de diagnostic in vitre indiqué(s) ci-dessus estisont conforme(s) aux
dispositions applicables du Reglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 velatif aux dispositifs médicaux de diagnostic in
vitre. Cette déclaration est élablie conformément 4 I”Annexe IV du Réglement DIV sous la seule responsabilite du fabricant.

HR

Mi, nize potpisani, ovim pulem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizved(i) sukladni primjenjivim odredbama Uredbe (EU}
2017746 Europskog parlamenta i Vije¢a od 5. ravnja 2017. o /i vitro dijagnostickim medicinskim proizvedima.
Ova je izjava sastavljena u skladu s Prilogom [V, Uredbe [VD i izdaje se pod iskljugivom odgovornoicu proizvodaca.

HU

Alulirottak ezennel kijelentjik, hogy a fent leitt in vitro orvostechnikai eszkoz(ak) meglelel(nek) az Europai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkozoked] széle (EUY 20177746 (2017, aprilis 3.) rendelete (IVD rendelet) vonatkozé rendeikezeéseinek A jelen nyilatkozat megfelel az IVD
rendelet IV, mellékletében foglalt eldirasoknak. ¢s & gvartd kizardlagos feleléssége alapian kerilt kiaddsra.

Noi, i sottoscritli, con la presente dichiarizme che i1(i} dispositivo(i) medico-diagnosticodi) in virre sopra descritto(i) &(sono) conforme(i} alle disposizioni
applicabili del regolamento (UE) 2017746 del Parlamento europeo € del Consighio dcl 5 aprile 2017 relativo ai dispositivi medico-diagnostici i vitre. Questa
dichiarazione & redatta in conformita all'allegato IV del regolamento IVD ed & rilasciata sotto la responsabilith esclusiva del fabbricante,

LV

Mes, apakia paraks(Tjuéies, ar $o pazinojam, ka ieprieks apraksiita(-s) in vitro diagnostikas mediciniskd(-s) iedce(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprTlis) piem@rojamajim prasibdm par /n vifre diagnostikas medicTniskdm iericém. 51 deklardcija ir sagatavota saskana ar
IVD regulas [V pielikumu un par izdoanu atbild vienigi raZotdjs.

Mes, toliau pasiradiusieii {-iusiosios), pareiskiame, kad ankséian minéta (-os} i viro diagnosiikos medicines priemoné (-¢s) atitinka 2017 m. balandZio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017746 del in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija vra parengta
vadovaujantis [VD reglamento TV priedu ir vra i§duodama tik gamintojo atsakomybe,

NO

Vi, undertegnede, erklerer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er 1 samsvar med gjeldende bestemumelser i Europaparlaments- og
thdsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til iz vitro-diagnostikk. Denne erklringen er utarbeidet i overcasstemmelse med
vedlege IV j IVD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nize] podpisani, niniejszym odwiadczamy, Ze wymieniony(-¢) powyze] wyreb(wyreby) medyezny(-¢) do diagnostyki in vitro spelnial-ja} odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobéw medycznych do diagnostyki in
vitro. Niniejsza deklaracja zostata sporzadzona zgodnie 7 Zalacznikiem 1V Rozporzadzenia VDR i wydana ha wylaczng cdpowiedzialnosé producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnéstico in vitro descritos acima estdo cm conformidade com as dispasigdes aplicaveis
do Regulamento (UE) 2017746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnéstico i vire. Esta
declarago ¢ feita em conformidade com o znexo [V do Regulamento IVD e ¢ emilida sob a exclusiva responsabilidade do fabricante.

RC

Subsemnatil, declardm cd dispozitivul (dispozitivele) medical(e) pentru diagrostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentui ({JE) 2017746 al Parlamentului European si al Consilivlui din 3 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro, Prezenta
declaratie este emisd Tn_conformitate cu anexa [V la Regulamentul 1VD si cste emisé sub responsabilitatea exclusivi a producéterulu.

5K

My, dolupodpisani, tymto vyhlasujeme, Ze diagnoslické(Aé) zdravomicka(-e) pomdcka(-y) uvedena(-¢) vy$iie je {(su} v zhode s prislusnymi ustanoveniami
Nariadenia Europskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravetnickych poméekach in vitro. Toto vyhlasenic je v siilade
s Prilohou TV k Nariadeniu [VD a vydiva sa na vvhradnu zodpovednost’ vitobeu.

5V

Vi, undertecknade, forsakrar harmed att den eller de medicintekniska produlkter for i vitro-diagnostik som beskrivs ovan overensstidmmer med de tillampliga
bestimmelserna | Europaparlamentets och radets forordning (EU) 2017/746 av den 5 april 2017 om medicintckniska produkter for in vitre-diagnostik. Denna
forsikran sors i enlighet med bilaga 1V till IVD-forordningen och utfardas under tillverkarcns enskilda ansvar,

TR

Biz, asa@ida imzatart bulunan, yukanda belirtilen in vitro diagnostik 1bbi cihaziarn, 2017/746 sayth Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli in Vitro Diagnostik Tibbi Cihazlar Konseyinin igili hikimlerine uygun oldugant beyan cderiz. Bu beyan IVD Yonetmeligi Ek TV uyarinca yapilmigtir
ve {ireticinin munhasir sorumiulugu altindadr

End of form
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