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ZERTIFIKAT & CERTIFICATE ¢

‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

America

No. QS6 001922 0023 Rev. 03
Certificate Holder: Abbott Ireland Diagnostics Division

Finisklin Business Park

Sligo

IRELAND
Certification Mark:
Scope of Certificate: Design, Develop and Manufacture of In-Vitro Diagnostic

Test Kits, Reagents and Common Liquid Accessories for
Donor Screening and / or the Detection and / or Monitoring
of Hepatitis, Cancers, Cardiac Markers, Congenital
Transmitted Diseases, Determination of Congenital
Disorders of the Foetus, Endocrine Disorders and
Haematological Disorders and Therapeutic Drug Monitoring
and Infectious Viral Diseases and Traumatic Brain Injury

Standard(s): 1ISO 13485:2016

Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, USA FDA,
MHLW / PMDA. 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. Validity of this certificate can be obtained by visiting the
website www.tuvsud.com/ps-cert

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

REPs Facility ID: F004677
Effective Date: 2023-03-02
Expiry Date: 2026-03-01
Page 1 of 2 Digitally signed by Ceaicovschi Tudor
Date: 2025.12.13 09:33:47 EET
Date of Issue: 2023-02-16 Reason: MoldSign/Signature
Location: Moldoya
MOLDOVA E EANA =

L=

( Renee Walker )
Director, US Certification Body, MHS B
TUV

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


http://www.tuvsud.com/
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ZERTIFIKAT & CERTIFICATE ¢

‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 001922 0023 Rev. 03

=)

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

Facility(ies): Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, IRELAND

Facility Scopes: Design, Develop and Manufacture of In-Vitro Diagnostic
Test Kits, Reagents and Common Liquid Accessories for
Donor Screening and / or the Detection and / or Monitoring
of Hepatitis, Cancers, Cardiac Markers, Congenital
Transmitted Diseases, Determination of Congenital
Disorders of the Foetus, Endocrine Disorders and
Haematological Disorders and Therapeutic Drug Monitoring
and Infectious Viral Diseases and Traumatic Brain Injury
REPs Facility ID: FO04677

Page 2 of 2

Date of Issue: 2023-02-16 W

( Renee Walker )
Director, US Certification Body, MHS B
TUV

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


http://www.tuvsud.com/
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 001922 0022 Rev. 04

Product Service

Holder of Certificate: Abbott Ireland Diagnostics Division
Finisklin Business Park
Sligo
IRELAND

Facility(ies): Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, IRELAND

See Scope of Certificate

Certification Mark:

L. ENISO 13405 A8

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Production and
Distribution of In Vitro Diagnostic Reagents for
Immunochemistry, Inmunology, Hematology and
Infectious Diseases

Applied Standard(s): ENISO 13485:2016
Medical devices - Quality management systems -

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

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 001922 0022 Rev. 04

Report No.: 713293822-01
Valid from: 2023-06-12
Valid until: 2026-03-24

c@s'(—\_/

Date, 2023-06-12 Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20001922%200022%20Rev.%2004

Management Service

CERTIFICATE

_ The Certification Body
of TUV SUD Management Service GmbH

certifies that

cJ

Abbott Ireland Diagnostics Division
Finisklin Business Park
Sligo
Ireland

CERTIFICAT

has established and applies
a Quality Management System for
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Design and Development, Production and Distribution of
In Vitro Diagnostic Reagents for Immunochemistry,
Immunology and Infectious Diseases.

TE

2n

i) =%
ACMA

An audit was performed, Order No. 707114974.

Proof has been furnished that the requirements
according to

DIN EN 1SO 9001:2015

are fulfilled.
The certificate is valid from 2023-04-01 until 2026-03-31.
Certificate Registration No.: 12 100 59742 TMS.

2 \()-e e 2 (( DAKKS

Deutsche
Akkregditierungsstelle
D-ZM-14143-01-00

Head of Certification Body
Munich, 2023-01-03

ZERTIFIKAT <4 CERTIFICATE @

TOV SUD Management Service GmbH e Zertifizierungsstelle » Ridlerstrasse 57 « 80339 Miinchen » Germany
www.tuev-sued.de/certificate-validity-check
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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:

L. ENISO 13405 A8

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@s'(—\_/

Date, 2024-07-11 Christoph Dicks
Head of Certification/Notified Body

o)
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:

. ENiSO 1345 0

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@s'(—\_/

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@s'(—\_/

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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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:

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 W

( 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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Abhbotid
EU Declaration of Conformity
Basic UDI-DE: 038074DALDODZFQ
Basic UDI-DI Name: Alinity c-series Acid Probe Wash
Risk Class: Class A

List Number Product and Trade Name | GMDN Code EMDN Code

and Size Code
0IR6070 Alinity e-series Acid Probe Wash 38236 W0201010185

Manufacturer | Abbott Laboratories

(Name and Address) | 1915 Hurd Drive

frving, TX 75038 USA

Manufacturer SRN | US-MF-000017777

Authorized Representative | Abbott GmbH
{Name and Address) | Max-Planck-Ring 2

63205 Wiesbaden, Germany

Authorized Representative SRN | DE-AR-000009457

Produced by (Site of Mannfacture) | Fisher Diagnostics
{Name and Address) | 8365 Valley Pike

Middletown VA 22645 USA

Conformity Assessment Procedure | Annex Il and H1

We, the undersigned, hereby declare that the in vitre diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EUT) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the
Counci! of § June 2011 on the restriction of the use of certzin hazardous substances in elecirical and electronic equipment, and to
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, and
amending Directive 93/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex IT
of the Machinery I}rective and is issued under the soie responsibility of the manufacturer.

Full Name: Thomas Creel

Sr. Director, Instrument and Automation
Function: Quality

L

Date of Approval: éyj""m&,ﬂ ""'};b}/)

Signature: !//%ﬁ/g> Cafil/{,

Signed for, andon  Abbott Laborafories, 1915 Hurd Drive,
behalf of: _Irving, TX 75038

Full Name: _Michele Smith-Waheed
Function: _Associate Divector, Regulatory Affairs
Signature: '
Date of Approval:

HE - Mg ¥ HI2 T

Date Issued: 025 —~ Mﬂ}/ - Aol

Supersedes: N/A

Place Issued: Irving, Texas

Effective {Date
A3-WIA y oA

or Lot Number):




EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC AEKJIAPALIMSA 3A CbOTBETCTBHUE Bbazos UDI-DI Hawnmenosanue Ha 6a308 UDI-DI

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

DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundleggende UDI-DI-navn

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

EL AHAQYH YXYMMOPOQ>HY EE Boaowoé UDI-DI Ovopacio facikod UDI-DI

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

ET ELi vastavusdeklaratsioon Pohi-UDI-DI Po6hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6 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-samsvarserklaering 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 Zakladny UDI-DI Nazov zakladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pa grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kiac ciopen pucka Katanoxen HoMep U KO Ha pa3Mepa ViMe Ha IPOJIyKTa M THPrOBCKO HAUMCHOBAHHUE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli urcujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemearkenavn

DE Risikoklasse Bestellnummer und GréBencode Produkt- und Handelsname

EL Katnyopia kivdvvov Kwdkog poidvtog kar Kmdikdg Tvokevasiog Mpoidv ko Epumopikn 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 Kockazati osztaly Listaszam és készletkiszerelés-kod 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 sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e codigo de apresentagdo Produto e nome comercial

RO Clasa de risc Numar de listd si cod dimensiune Denumirea produsului si denumirea comerciald

SK Rizikova trieda Katalogové Cislo Néazov produktu a obchodny ndzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Sinifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi




EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN

BG | Kox GMDN Kox EMDN IIpousBoauTen (MMe U aapec) EPH na npousBoauTes

CS Ko6d GMDN Kéd EMDN Vyrobcee (ndzev a adresa) Jediné registracni ¢islo vyrobce

DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN

DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN

EL | Kodwdg GMDN (Ovopatoroyie | Kwdwdg EMDN (Ovopatoroyio Kartaokevaotg (Ovopa kot SRN (Movadikdg ApiBpos Mntpdov)

LITPOTEYVOAOYIKAV TPOIOVI®V) LOTPOTEYVOLOYIKMV TPOIOVT®V) Aevfuvon) Kotaokevaoth)

ES Codigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro tinico) 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 unique du
fabricant

HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca

HU | GMDN-kod EMDN-ké6d Gyarto (név és cim) Gyarto egyedi regisztracids 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 priemoniy Europos medicinos priemoniy Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos

nomenklatiiros kodas nomenklatiiros kodas numeris
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyroboéw Medycznych producenta

PT Codigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante

RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor

SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné Cislo (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




EN | Authorized Representative (Name and Address) | Authorized Representative SRN Produced by (Site of Manufacture)
(Name and Address)
BG | YmobiaHOMOLIEH IpeAcTaBUTEN (MME U apec) EPH Ha yIsIHOMOILCHHS IPEACTABUTE IponsBeneHo OT (MACTO HA IPOU3BOACTBO) (MME H
azpec)
CS Zplnomocnény zastupce (nazev a adresa) Jediné registraéni Cislo zplnomocnéného zastupce Vyrobeno (misto vyroby) (nazev a adresa)
DA | Autoriseret reprasentant (navn og adresse) Autoriseret repraesentants SRN Produceret af (fabrikationssted)
(Navn og adresse)
DE Bevollméchtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovoiodotnpévog Avtirpdcsmnog (Ovopa Kot SRN E&ovctodotnpévov Avtimposmnon Kartaokevdleton omd (Epyostéoto mapaymync)
Aevbouvon) (Ovopacio kot Aigvbuvon)
ES Representante autorizado (nombre y direccion) SRN (niimero de registro tinico) del representante Producido por (Lugar de fabricacion) (Nombre y
autorizado direccion)
ET Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne registreerimisnumber Tootnud (tootmiskoht) (nimi ja aadress)
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du mandataire Produit par (site de fabrication)
(nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) ovlastenog Proizvodi (Mjesto proizvodnje)
zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi regisztracios Gyarto (gyartas helye)
szdma (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 adrese) Pilnvarota parstavja vienotais registracijas numurs Razots (razo$anas vieta)
(VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir adresas) Igaliotojo atstovo unikalusis registracijos numeris Pagaminta (gamybos vieta) (pavadinimas ir
adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i adres) Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkcji)
upowaznionego przedstawiciela (nazwa i adres)
PT Mandatario (Nome e Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de citre (locatie productie) (nume si adresa)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné ¢islo (SRN) autorizovaného Vyrobené (miesto vyroby)
zastupcu (ndzov a adresa)
SV Auktoriserad representant (namn och adress) Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)




EN Conformity Assessment Procedure Annex II and I1I Full Name

BG IIpouenypa 3a o1leHKa Ha ChOTBETCTBUETO IIpunoxenne II u 111 IIp1HO HauMEHOBaHUE
CS Postup posuzovani shody Piiloha II a IIT Cely ndzev

DA | Overensstemmelsesvurderingsprocedure Bilag II og 111 Fulde navn

DE Konformititsbewertungsverfahren Anhang I und IIT Vollstindiger Name
EL Awdikaosio a&loldynong cupupudpe®ong Hapdapnuo IT ko 1T TIANpng ovopocio
ES Procedimiento de evaluacion de la conformidad Anexos Il y III Nombre completo
ET Vastavushindamismenetlus 11 ja III lisa Tdisnimi

FR Procédure d’évaluation de la conformité Annexes II et I1I Nom complet

HR | Postupak ocjenjivanja sukladnosti Prilog II. i III. Puni naziv

HU | Megfeleldségértékelési eljaras 11. és I1I. melléklet Teljes név

IT Procedura di valutazione della conformita Allegati Il e 111 Nome completo

LV | Atbilstibas novértéSanas procediira 1T un III pielikums Pilns nosaukums
LT Atitikties vertinimo procediira 11 ir 11T priedai Vardas ir pavardé
NO | Framgangsmate for samsvarsvurdering Vedlegg 11 og IIT Fullt navn

PL Procedura oceny zgodnosci Zalacznik 11 oraz 111 Imie i nazwisko

PT Procedimento de avaliagdo da conformidade Anexo I e 11T Nome completo

RO | Procedura de evaluare a conformitatii Anexa II si ITT Numele complet

SK Postup posudzovania zhody Priloha II a III Cely ndzov

SV Forfarande for bedomning av 6verensstimmelse Bilaga II och III Fullstdndigt namn
TR Uygunluk Degerlendirme Prosediirii Ek I ve 111 Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucaHo 3a U OT UMETO Ha JlaTa Ha u3/IaBaHe
CS Funkce Podepsano za a jménem Datum vydéni

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agrtovpyia Ymoypdgetat yio Kot €K LEPOLG TOV/TNG Huepounvia ékdoong
ES Funcion Firmada por, y en nombre de Fecha

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

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

LV Amats Parakstits §adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas I8davimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Fun¢do Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si In numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfidrdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi




EN Supersedes Signature Date of Approval
BG 3amecTBa TToamnuc JaTa Ha ogoOpeHue
CS Nahrazuje Podpis Datum schvéleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikafiotd Yroypaen Hpepounvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupéev
FR Annule et remplace Signature Date de I’autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkez6 dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

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

SK Nahradza Podpis Datum schvélenia

SV Ersitter Namnteckning Datum for godkdnnande
TR Yerini aldig1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha U3/1aBaHe B cuna o1/3a_(maTa mim HoMep Ha IapTHAA)

CS Misto vydani Uginné od (datum nebo ¢&islo Sarze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong e 1oyv and (Huepounvia M ap. moptidog)

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise 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 | Kiadas helye Hatalybalépés (datum vagy tételszam)

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

LV Izdo$anas vieta Spéka no (datums vai partijas numurs)

LT Isdavimo 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 nimero de lote)

RO Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Utéinnost' od (datum alebo &islo $arze)

SV Plats for utfirdande Verkstélligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)




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 S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

BG

Hue, nomynoanucanute, ¢ HACTOSIIOTO JEKIapUpaMe, 4e TOPEONHCaHOTO(UTe) MEAUIIMHCKO(H) U3JICNHe(s) 32 MHBUTPO ANArHOCTUKA OTroBapsi(T) Ha
IIpUIOKUMHTE pasnopentdu Ha Permament (EC) 2017/746 na EBponeiickus napnaMenT 1 Ha ChBeTa oT 5 anpuin 2017 T. OTHOCHO MEJUITMHCKUTE U3EUs 32
HMHBUTPO AUATHOCTHUKA; OCBEH TOBA OTrOBapsi(T) Ha NPHIOKUMHUTE paznopenou Ha Jupexrusa 2011/65/EC na EBponeiickus napnamenT u Ha CpBeTa OT 8 1oHH
2011 r. OTHOCHO OrpaHMYEHUETO Ha YIoTpebaTa Ha ONPE/IE/ICHH OITACHH BEILECTBA B €JIEKTPHYECKOTO U €IEKTPOHHOTO 000py IBaHE U HA MPHUIIOKHMHUTE
pasnopen6u Ha Jupextua 2006/42/EO na EBponeiickus napiamenT u Ha CpBeTa oT 17 Maif 2006 T. 0OTHOCHO MAIIMHUTE, U 32 U3MEHEHHUEe Ha JlupeKkTHBa
95/16/EQO, KakTo € TpaHCIOHHPaHa B HALMOHAIHOTO 3aKOHOATEJICTBO Ha TbPIKABUTE YICHKH.

Tasu nexnapanus ce npaBu B cboTBeTCTBHE C [IpHrnoxenue IV Ha Pernamenta 3a [VD, Ilpunoxenue VI Ha [lupekTrBaTa 3a orpaHM4aBaHe Ha ONIACHUTE
Bemectsa (ROHS) u [punoxenue 11 na /lupekTHBaTa OTHOCHO MAIIMHUTE U 32 HEWHOTO M3/jaBaHE OTTOBOPHOCT HOCH €AMHCTBEHO IIPOU3BOAUTEIIAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostiedek (prosttedky) 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 prostfedcich in vitro; a Ze je (jsou)
dale ve shod¢ s pfisluSnymi ustanovenimi smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. ¢ervna 2011 o omezeni pouzivani n¢kterych
nebezpecnych latek v elektrickych a elektronickych zafizenich a s pfislusnymi ustanovenimi smérnice Evropského parlamentu a Rady 2006/42/ES ze dne 17.
kvétna 2006 o strojnich zatizenich a o zméné smérnice 95/16/ES, jak byla provedena ve vnitrostatnim pravu ¢lenskych statti. Toto prohlaseni je v souladu s
Ptilohou IV nafizeni IVD, Ptilohou VI smérnice ROHS a Ptilohou II smérnice o strojnich zafizenich a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geeldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geldende bestemmelser i Europa-Parlamentets og Radets direktiv 2011/65/EU af 8. juni 2011 om begransning af brugen af visse farlige stoffer i elektrisk og
elektronisk udstyr samt overholder geeldende bestemmelser i Europa-Parlamentets og Radets direktiv 2006/42/EF af 17. maj 2006 om maskiner og @ndring af
direktiv 95/16/EF, som det er transponeret i medlemsstaternes lovgivning.

Denne erklering afgives i overensstemmelse med IVD-forordningens bilag IV, ROHS-direktivets bilag VI samt maskindirektivets bilag II og udstedes under
fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 5. April 2017 {iber In-vitro-Diagnostika erfiillen und zusétzlich
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Europdischen Parlaments und des Rates vom 8. Juni 2011 zur Beschrankung der Verwendung
bestimmter geféhrlicher Stoffe in Elektro- und Elektronikgerdten sowie der Richtlinie 2006/42/EG des Europédischen Parlaments und des Rates vom 17. Mai 2006
iiber Maschinen und zur Anderung der Richtlinie 95/16/EG gem#B Umsetzung in den Gesetzen der Mitgliedsstaaten.

Diese Erklarung erfolgt gemal Anhang IV der IVD-Verordnung, Anhang VI der RoHS-Richtlinie und Anhang II der Maschinen-Richtlinie und wird unter
alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdpovteg, SNAGVOLLE e TO POV OTL T TPOAVAPEPOUEVE. SI0YVAOCTIKA 10TPOTEYVOLOYIKA TPOTOVTE GUUHOPPAOVOVTAL LE TIG 1IoYDOVCES S1aTAEELS
tov Kavoviepot (EE) 2017/746 tov Evponaikot KowoBovAiov kot tov ZvpPoviiov g 5™ Anpihiov 2017 oyetikd e ta in vitro S10yveGTIKE 10TPOTEXVOLOYIKA
TPOIOGVTO KL EMIONG GLUHOPPAOVOVTOL e TS Woydovoeg dratdéelg g Odnylag 2011/65/EE tov Evponaikod KowvoBovAiov kot tov Zvppoviiov g 8™ lovviov
2011 oyeTikd pe TOVG TEPLOPIGUOVG GTN YPTOT) CUYKEKPLUEVAV EMKIVILVOV 0VGIAOV GTOV NAEKTPLKO Kot NAEKTPOVIKO EO0TAGHO, KAOMS KoL LE TIG 10XV0VCES
Swatd&ers g Odnyiag 2006/42/EK tov Evpanaikot Kowvopoviiov kot tov Zvppoviiov g 17" Moiov 2006 oyetikd e Tov unxovikod eEomhopnd Kot v
tpomomomtikny Odnyia 95/16/EK émwg ot petapéptnke ot vopobesio tmv kpatdv pedv. H dMiwon avt yivetoan copgova pe to Mopdptmpa IV tov
Kavoviopo0 IVD, to Hapaptnpa VI g Odnyiag ROHS kot to Tapdptnua II g Odnylog yia tov pnyovikd eEomhopd kot ekdidetal pe amokAelotikn evhovn
TOV KOTOOKEVAOTY].

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro; y ademas cumple(n) las disposiciones aplicables de la Directiva 2011/65/EU del Parlamento Europeo y del Consejo del 8 de junio de 2011 sobre
restricciones a la utilizacion de determinadas sustancias peligrosas en aparatos eléctricos y electronicos, y las disposiciones aplicables de la Directiva 2006/42/EC
del Parlamento Europeo y del Consejo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmienda 95/16/EC tal y como se ha incorporado en las leyes
de los Estados Miembros.

Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD, Anexo VI de la Directiva ROHS y Anexo II de la Directiva de maquinas 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
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele ning lisaks vastab see kohaldatavatele sitetele Euroopa
Parlamendi ja ndukogu 8. juuni 2011. aasta direktiivis 2011/65/EL (teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja elektroonikaseadmetes) ja
Euroopa Parlamendi ja ndukogu direktiivis 2006/42/EU, 17. mai 2006, mis kisitleb masinaid ja millega muudetakse direktiivi 95/16/EU, nagu see on iile vdetud
litkmesriikide seadustesse.

See deklaratsioon on koostatud vastavalt IVD maééruse IV lisale, ROHS direktiivi VI lisale ja masinadirektiivi II lisale ning see on vilja antud tootja vastutusel.

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 Reglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in vitro, aux
dispositions applicables de la Directive 2011/65/UE du Parlement européen et du Conseil du 8 juin 2011 relative a la limitation de ’utilisation de certaines
substances dangereuses dans les équipements électriques et électroniques, aux dispositions applicables de la Directive 2006/42/CE du Parlement européen et du
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/16/CE, telles que transposées dans le droit national des Etats membres. Cette
déclaration est établie conformément a I’ Annexe IV du Réglement DIV, a I’ Annexe VI de la Directive ROHS ainsi qu’a I’ Annexe II de la Directive Machines
sous la seule responsabilité du fabricant.

HR

Mi, nize potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima; i dodatno primjenjivim odredbama Direktive
2011/65/EU Europskog parlamenta i Vijeca od 8. lipnja 2011. o ograni¢enju uporabe odredenih opasnih tvari u elektri¢noj i elektronickoj opremi, te primjenjivim
odredbama Direktive 2006/42/EZ Europskog parlamenta i Vije¢a od 17. svibnja 2006. o strojevima zamjenjujuci Direktivu 95/16/EZ kako je pretoceno u zakone
drzava ¢lanica.

Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD, Prilogom VI. Direktive ROHS i Prilogom II. Direktive o strojevima i izdaje se pod isklju¢ivom
odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurdpai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkdzokrél szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete vonatkozé rendelkezéseit; tovabba az Eurdpai Parlament és a Tandcs egyes veszélyes
anyagok elektromos ¢és elektronikus berendezésekben valo alkalmazasanak korlatozasarol sz616 2011/65/EU (2011. junius 8.) irdnyelve (RoHS iranyelv)
vonatkoz6 rendelkezéseit; valamint az Eurdpai Parlament és a Tanacs a gépekrdl és a 95/16/EK iranyelv modositasarol szol6 2006/42/EK (2006. majus 17.)
iranyelve vonatkozo rendelkezéseit a tagallamok jogrendjébe atiiltet6 rendelkezéseknek. A jelen nyilatkozat megfelel az IVD rendelet IV. mellékletében, a RoHS
irdnyelv VL. mellékletében és a gépekrdl szo16 irdnyelv I1. mellékletében foglalt eldirdsoknak, és a gyartd kizardlagos feleldssége alapjan keriilt kiadésra.




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 S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

IT

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; ¢(sono)
inoltre conforme(i) alle disposizioni applicabili della direttiva 2011/65/UE del Parlamento europeo e del Consiglio dell'8 giugno 2011 sulla restrizione dell’uso di
determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche, e alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento europeo
e del Consiglio del 17 maggio 2006 relativa alle macchine e che modifica la direttiva 95/16/CE come recepite nelle legislazioni degli Stati membri. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD, all'allegato VI della direttiva ROHS e all'allegato II della direttiva macchine ed ¢
rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mgs, 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 un papildus prasibam, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES (2011. gada 8. junijs) par dazu bistamu vielu izmantoSanas ierobezosanu elektriskas un elektroniskas
iekartas un Eiropas Parlamenta un Padomes Direktiva 2006/42/EK (2006. gada 17. maijs) par maSinam, un ar kuru groza Direktivu 95/16/EK, ka ta ieviesta
dalibvalstu tiesibu aktos.

Si deklardcija ir sagatavota saskana ar IVD regulas IV pielikumu, ROHS direktivas VI pielikumu un Direktivas par maginam II pielikumu un par izdosanu atbild
vienigi razotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiSkiame, kad anks¢iau 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; taip pat ji (jos) atitinka 2011 m.
birzelio 8 d. Europos Parlamento ir Tarybos direktyvos 2011/65/ES dél tam tikry pavojingy medziagy naudojimo elektros ir elektroninéje jrangoje apribojimo
taikomas nuostatas ir 2006 m. geguzés 17 d. Europos Parlamento ir Tarybos direktyvos 2006/42/EB dél masiny, i$ dalies kei¢ian¢ios Direktyva 95/16/EB,
taikomas nuostatas, perkeltas j valstybiy nariy teisés aktus.

Si deklaracija yra parengta vadovaujantis IVD reglamento IV priedu, ROHS direktyvos VI priedu ir Masiny direktyvos II priedu ir yra i$duodama tik gamintojo
atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfort 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, og ytterligere overholder gjeldende bestemmelser i
Europaparlaments- og radsdirektiv 2011/65/EU av 8. juni 2011 om bruksbegrensninger av visse farlige stoffer i elektrisk og elektronisk utstyr, og til gjeldende
bestemmelser i Europaparlaments- og radsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 95/16/EF som innarbeidet i medlemsstatenes
lovgivning.

Denne erklaeringen er utarbeidet i overensstemmelse med vedlegg IV i IVD-forordningen, vedlegg VI i ROHS-direktivet og vedlegg 11 i maskindirektivet og er
utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in vitro,
a ponadto wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca 2011 r. w sprawie ograniczenia stosowania niektorych
niebezpiecznych substancji w sprzecie elektrycznym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 r. w
sprawie maszyn, zmieniajacej Dyrektywe 95/16/WE, w sposob, w jaki zostaly one wdrozone do ustawodawstwa panstw cztonkowskich.

Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR, Zalacznikiem VI Dyrektywy ROHS oraz Zatacznikiem II
Dyrektywy Maszynowej i wydana na wylaczna odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnostico in vitro descritos acima estdo em conformidade com as disposigdes aplicaveis do
Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in vitro; e
adicionalmente, em conformidade com as disposi¢des aplicaveis da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativa a
restri¢do do uso de determinadas substancias perigosas em equipamentos elétricos e eletronicos, e com as disposigdes aplicaveis da Diretiva 2006/42/CE do
Parlamento Europeu e do Conselho, de 17 de maio de 2006, sobre maquinas e que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros.
Esta declaragao ¢ feita de acordo com o Anexo IV do Regulamento IVD, o Anexo VI da Diretiva ROHS e o Anexo II da Diretiva relativa as Maquinas e ¢ 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; si, in
plus, respecta dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European si a Consiliului din 8 iunie 2011 privind restrictia utilizarii anumitor
substante periculoase in echipamentele electrice si electronice si cu dispozitiile aplicabile din Directiva 2006/42/CE a Parlamentului European si a Consiliului din
17 mai 2006 privind utilajele si modificarea Directivei 95/16/CE, transpusa in legile statelor membre.

Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD, anexa VI la Directiva ROHS si anexa II la Directiva utilajelor si este emisa sub
responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnosticka(-¢) zdravotnicka(-e) pomocka(-y) in vitro uvedena(-¢) vyssie je (si1) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpského parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro; a Ze je (s) d’alej v zhode

s prislu§nymi ustanoveniami Smernice Eurépského parlamentu a Rady 2011/65/EU z 8. jina 2011 o obmedzeni pouZivania uréitych nebezpetnych latok

v elektrickych a elektronickych zariadeniach a s prislusnymi ustanoveniami Smernice Eurdpského parlamentu a Rady 2006/42/ES zo 17. maja 2006 o strojovych
zariadeniach a o zmene a doplneni Smernice 95/16/ES tak, ako boli transponované do zakonov ¢lenskych statov. Toto vyhlasenie je v stilade s Prilohou IV

k Nariadeniu IVD, Prilohou VI k Smernici ROHS a Prilohou II k Smernici o strojovych zariadeniach a vydéava sa na vyhradnu zodpovednost vyrobcu.

SV

Vi, undertecknade, forsdkrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillimpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
overensstimmer med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2011/65/EU av den 8 juni 2011 om begrénsning av anvdndning av
vissa farliga dmnen i elektrisk och elektronisk utrustning samt med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om @ndring av direktiv 95/16/EG (omarbetning) som inforlivats i medlemsstaternas lagstiftning.

Denna forsékran gors i enlighet med bilaga IV till IVD-forordningen, bilaga VI till ROHS-direktivet samt bilaga II till maskindirektivet och utférdas under
tillverkarens enskilda ansvar.

TR

Biz, agsagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarmn, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu ve ayrica elektrikli ve elektronik cihazlarda belirli tehlikeli maddelerin
kullaniminin siirlandirilmasina iliskin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayili Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine, makinelere
iligkin 17 May1s 2006 tarihli Konseyin ve 2006/42/EC sayil1 Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine ve iiye devlet yasalarina aktarilan 95/16/EC
say1li ek Direktife uygun oldugunu beyan ederiz.

Bu beyan IVD Yonetmeligi Ek IV, ROHS Direktifi Ek VI ve Makineler Direktifi Ek II uyarinca yapilmistir ve tireticinin miinhasir sorumlulugu altinda
yayinlanmigtir.




End of form



_Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACU0430JT
Basic UDI-DI Name: Albumin BCG2
Risk Class: Class B

List Number Product and Trade Name GMDN Code EMDN Code
and Size Code

0403020 Albumin BCG2 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 Identification Number) | Ridlerstralie 65, 80339 Munich, Germany
Notified Body Number 0123

Quality Management System EU Certificate No.
Annex IX Chapters [ and II1, 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: /% Signature: B &%A S
rad = 0
Date of Approval: [O SEP #2077y Date of Approval: O0-SEFP- Deoal,

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

Date Issued: /O S EL 2o G Place Issued: _Lisnamuck, Longford Co. Longford Ireland
Effective (Date - i
Supersedes: _ 13-Mar 2023 or Lot Number): /[0 SEFf 2o Y
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EU Declaration of Conformity

Basic UDIE-DI: 038074ACT0483K5
Basic UDI-DI Name: Alkaline Phosphatase2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
04T8320 Alkaline Phosphatase2 52929 W01010105
04T8330 Alkaline Phosphatase2 52929 W01010105
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 Re ntative SRN | N/A
Produced by (Site of Manufacture) | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name and Address
Notified Body | TUV Stid Product Service GmbH Zertifizierstellen,

(Name and Identification Number)

RidlerstraBe 65 » 80339 Munich Germany
Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System
Annex IX Chapters I and 111,

EU Certificate No.
No. V12 054869 0013

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

Common Specifications (CS)

NAS

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
Medical Devices. This declaration is made in accordance with Annex IV of the IVD Regulation

responsibility of the manufacturer.

Full Name: _Siobhan Wright

April 2017 on In Vitro Diagnostic
and is issued under the sole

Full Name: _Sandra Gallagher

Director
Function: Head

Quality Assurance/Site Quality

Function: _Manager Regulatory Affairs

Signature: f{ﬁ% Q%PL""

4]
Date of Approval: b - DEC - LOL

Signature: 3. G:-%;{ ZU'

Date of Approval: lb- DeC- 202/

Signed for, and on
behalf of:

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

Date Issued: _ Place Issued:  Lisnamuck, Longford, Co. Longford,
lo -0EC - 291 Ireland
Effective (Date ¥
Supersedes: _N/A or Lot Number): lb- 0eC - Lo
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Buasic UIDE-13E:;
Basic UIH-1}E Name:
isk Clans:

U Declaration of Conformity
_(HE{I'?J-]_}&(HHI ‘L(L

Adinity ¢=series Alkaline }_V?_F.!_:’_

Class A

ist N ‘ 1 ude “MDN
g i_\“ml’“ Product aml Trade Name GMBN Code M Codt
and Size Code
| 0817840 Alinity coseries Alkatine Wash 58236 WiE201010188

Mannfacterer
{Name and Adilress)

Ahbuots Eaboratorios
1915 EFburd 1rive
Irving, 1'X 75038 1I1SA

Manufacturer SRN

[FS-MY 00003 7777

Authorized Representative
{Namve and Address)

Abbait Gmhi 1
Max-i*tinck-Ring 2
65205 Wieshaden, Germany

Authorized Representative SRN

DI-AR-000009457

Produccd by {Nite of Manufacture)
{Name and Adidress)

Visher Diagnostics
365 Vulley Pl
Middlelown, VA 27645 UISA

Conformity Assessment Procedure

Annex Ff and H1

Wi the undenigned. herehy declare that the in vitro diagnostic medical device(s) described above conform with the applicable
previsions of the Regulimion (E1F 2017/746 of the European Parfimnent and of the Councit of 5 April 2017 on In Viro Diagnostic
Medical Devices: and additionally contonns applicable provisions of Dircetive 201 1/65/15H of the Buropean Parliaznsent and of the
Council of & June 2011 on the restriction of the use of cenain hazardous substances in electrical and electronic equipment. and to
applicable provisions vf Directive 2006/42/1:C of the Luropean Pardiament and of the Council of 17 May 2006 on machinery, and
amending irective 951610 s fransposed into the Lnvs of the member states.
This declaration is made in accordance with Annex 1V of the IVD Regulation, Arnex VI of the ROHS

Directive, and Annex Il of the Machinery Directive and is issued under the sole responsibility of the

manufacturer,

Ful Name:  Kevin Richardson

Fufl Nanze:  Melissa Vaaeian

Function:

BYircctor, Instnoment Quality

Function:

Signature: Z,_,g__

AR

Director. Regulitory Afain

WL Vol g

behali of

Supersedes:

Stgnaiuee:
3
Date of Approval: X~ 1{—,{._2 f/ ~2P33 ate of Approval: /h'lbf U 30 A )—C‘- )
Signed for, and on - Abbo#t Eaboratdrics, 1915 Hurd Drive, 4 {
Irving, 1X 75038 TISA
Dage Issued: 20 - j(.{l.;\-( 2023 . Plice Isued:  Irving, Texas
Eftective (ate
23-May-2022 or Lot Nuinbery, 20 - j-uLL(‘ZOZ_\B
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EU Declaration of Conformity

Basic UDI-DI

Basic UDI-DI Name

BG EC JIEKJIAPALIUA 3A CHOTBETCTBHE Baszos UDI-DI Hanmenoranne Ha Gazos UDI-PI

cs EU PROHLASENT O SHODE Zikladni UDI-DI Nizev zékladniho UDI-DI

DA | EU-OVERENSSTEMMELSESERKLERING Grundlegpende UDI-DI Grundlzggende UDI-DI-navn

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

EL AHAQYH EYMMOPOQEHZ EE Buaiko UDI-DI Ovopaoia fucikon UDI-DI

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

ET ELi vastavusdeklaratsioon Pohi-UDI-DI P6hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-1D de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DA Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapvett UDI-DI Alapvetd UDI-DI neve

IT Dichiarazione di conformita UE UDI-DM di base Nome UDI-DI di base

LY ES atbilstibas deklardcija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIIA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklenng Grunnleggende UDI-DI Grunnleggende UDI-Di-navn

PL DEKLARACJA ZGODNOSC] UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI basico Nome UDI-DI Bésico

RO Declaratia de Conformitate UE UDI-D] de baza Nume UDI-DI de bazi

SK EU VYHLASENIE O ZHODE Zakladny UDI-Dt Nizov zikladného UDI-D1

8V [ EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pi grundliiggande UDI-DI

TR AB Uygunluk Beyamni Temel UDI-DI Temel UDI-DI ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Knac chopen pHcka Karanoken HOMED W KOS Ha pamepa HMe Ha NpOJIYKTa H TEPTOBCKO HAHMEHOBAHUE

Cs Rizikova trida Katalogové Eislo a koncové dvojiisli uréujici Nazev produktu a obchodni nizev
velikost soupravy

DA Risikoklasse Bestillingsnummer og stemelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und GriBencode Produkl- und Handelsname

EL Katnpyopia kivdivoo Kmdikog Mpoioviog ke Kmdikdc Tvoxevaciuc [Ipoiov wen Epmopikn Ovopacio

ES Clase de riesgo Niumero de referencia v codigo de tamaiio Producto v marca comercial

ET Riskiklass Katalooginumber ja sunrusekood Toote nimetus ja kaubanimi

FR Classe de nisque Référence Nom de produit et de marque

HR__| Klasa rizika Katalodki broj 1 oznaka pakiranja Naziv proizvoda i zadti¢eni naziv

HU Kockazati oszidly Listaszim €3 készletkiszerelés-kod Termék- ¢és kereskedelmi név

IT Classe di rischig Numero di listino e codice forimato Prodotto ¢ nome commerciale

LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosankums

LT Rizikos klas¢ _Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco MNimero de lista e cadigo de apresentagio Produto & nome comercial

RO | Clasi de risc Numiir de listd si cod dimensiune Denumirea produsului si denumirea comerciala

SK Rizikov4 trieda Katalbgové ¢islo Nézov produktu a obchodny nazov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Smifi Liste Numaras1 ve Boyut Kodu Uriin ve Ticari Ismi

Page 2 of 9




EN | GMDN Code EMDN Code Manufacturer (Name and Address) | Manufacturer SRN

BG | Koa GMDN Koa EMDN [lpomssoanTEN (HME K ajpec) EPH na npousgoaurens

CS | Kod GMDN Kdod EMDN Vyrobce (ndzev a adresa) Jediné registradni Cislo vyrobee

DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN

DE | GMDN-Code EMDN-Code Hersteller (Name und Adressc) Hersteller-SRN

EL | Kobwog GMDN (Ovopazorovia | Kodwds EMDN (Ovoparokoria Katagkevastic (Ovopo ket SRN (Movadicdg Ambudg Mntphiov)

WTPOTEXVOAOYEKGV TIPOIVIOV) LATPOTEYVOLOYIKHV TPOTOVTIV) Agvbuven) Karaoxevaati

ES | Codigo GMDN Codigo EMDN Fabricante (nombre v direccion) SRN (nimero de registo Gnico) 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 Protzvodat (naziv i adresa) SRN {jedinstvent registracijski broj)
proizvodaca

HU | GMDN-kéd EMDN-kéd Gyartd (név és cim) Gyartd egyedi regisztracios szama
(SRN)

IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico)
del fabbricante

LV | GMDN kods EMDN kods RaZotais (nosaukums un adrese) Razotdja vienotais registracijas numurs
{VRN)

LT | Visuotinés medicinos priemoniy | Europos medicinos priemoniy Gamintojas (pavadinimas ir adresas} Gamintojo unikalusis registracijos

nomenklatiros kodas nomenklatiiros kodas numeris
NO | GMDN-kxde EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Evropejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyrobdw Medycznych proclucenta

PT_; Codigo GMDN Codigo EMDN Fabricante (Nome e Morada) Nimero 1inico de registo do fabricante

RO | Cod GMDN Cod EMDN Producator (nume si adresa) SRN producator

SK | Kéd GMDN Kod EMDN Vyrobca (Nézov a adresa) Jediné registraing &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 | Authorized Representative (Name and Address) | Authorized Representative SRN Produced by (Site of Manufacture)
{Name and Address)
BG | YmbanomomeH npeacTaHTen (HMe n aapec) EPH Ha Yy Mb1HOMCLICHUA MPCACTABHTEN TMposeencHo OT (MACTO HA LIPOMIBOACTED) (HME ©
ajpec)
C8 | Zplnomocnény zéstupee (ndzev a adresa) Jeding registracni Sislo zplnomoenEného zastupce VYyrobeno (misto vyroby) (ndzev a adresa)
DA | Autoriseret repriesentant (navn og adresse) Autoriseret representants SRN Produceret af (fabrikationssted)
(Navn og adresse)
DE | Bevollmichtigter (Name und Adresse) SRN des Bevollmichtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL | Efouscdomuévos Avrmpocomos (Ovopa ko SRN Efovowdompévou Avrapoodmov Karaokevdlezo and (Eproorioto aepayayic)
AlevBovon) (Ovopaoia ko Aetfuven)
ES Representante autorizado (nombre y direccidn) SRN {mimero de registro tinico) del representante Producido por {Lugar de fabricacién) {Nombre y
autorizado direccion)
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne registreerimisnumber | Tootnud (tootmiskoht) (nimi ja aadress)
FR Mandataire {nom et adresse) Numéro d'enregistrement unique du mandataire Produit par (site de fabrication)
(nom et adresse)
HR | Ovla¥eni zastupnik { naziv i adresa) SRN (jedinstveni registracijski broj) ovlajtenog Proizvodi (Mjesto proizvodnije)
zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi regisziracios Gyanto (gyartas helye)
szama (SRN) | (név &s ¢im)
IT Mandataric (nome ¢ indirizzo) SRN (numero di registrazione unico) del | Prodotto da (sito di fabbricazione)
mandatario l (nome e indirizzo)
LY | Pilnvarotais parstavis (nosaukums un adrese) Pilavarota parstavja vienotais registricijas numurs | Ralols (taZoanas vieta)
(VRN} (nosaukums un adrese)
LT lgaliotasis atstovas (pavadinimas ir adresas) [galiolojo atstovo unikalusis registracijos nuimeris Pagaminia (gamybos vieta) (pavadinimas ir
adresas)
NO | Awlorisert representant (navn og adresse) Den autoriseric representantens SRN Produsert av {produksjonssted)
(navn og adresse)
PL Upowazmiony przedstawiciel (nazwa i adres) Niepowtarzalny numer refestracyiny Wyprodukowano przez (miejsce produkeji)
upowaznionego przedstawiciela {nazwa i adres)
PT Mandatario (Nome e Morada) Numery iinico de registo do mandatirio Produzido por (Local de fabrico)
(Nome e Morada)
RG | Reprezentant autorizat (nume 3i adresd) SRN reprezentant autorizat Produs de catre (locatie productie) (nume si adresa)
SK | Autorizovany zastupca (nézov a adresa) Jediné registratné gislo (SRN) autotizovaného Vyrobené (miesto vyroby)
zastupcu {ndzov a adresa)
SV Auktoriserad representant (namn och adress) Auktoriserad representants SRN Tillverkas av (tilverkningsort) (namn och adress)
TR | Yetkili Temsilei (Isim ve Adres) Yetkili Temsilei SRN'si Uretici (Uretim Tesisi}

(Isim ve Adres)
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EN | Conformity Assessment Procedure Annex I and 11 Full Name

BG | Ilpoue/iypa 3a OLECHKA HA CBOTBETCTRHETO Hpunosenne 11w 111 [Menre HAUMEHOBAHHE
CSs Postup posuzovani shody Priloha 11 a 1] Cely nazev

DA | Overensstemmelsesvurderingsprocedure Bilag Il og 11l Fulde navn

DE Konformititsbewertungsverfahren Anhang 1l und III Yollstindiger Name
EL Aladikagia ulohoyNong SUPPOpEmENC Tapdaprnue 1 ke N1 TTARpNE ovopcio
ES Procedimiento de evaluacién de fa conformidad Anexos Iy 111 Nombre completo
ET Vastavushindamismenetlus 11 ja 11 lisa Téisnimi

FR Procédure d’évaluation de la conformité Annexes Il et 11T MNom complet

HR Postupak ocjenjivanja sukladnosti Prilog I1. i LI Puni naziv

HU | Megfeleldségertekelési eljards IL. és Lil. melléklet Teljes név

1T Procedura di valutazione della conformita Allegati e il Nome completo

LY Atbilstibas novértéianas procediira I un HI piclikums Pilns nosaukums

LT Atitikties vertinimo procediira 11 ir 111 priedai Vardas ir pavardé
NOQ | Framgangsmate for samsvarsvurdering Vedlege Ll oo 111 Fullt navn

PL Procedura oceny zgodnosci Zalgeznik IT oraz N1 Imie i nazwisko

T Procedimento de avaliagio da conformidade Anexo Il e L Nome completo

RO | Procedura de evaluare a conformitiyii Anexall i 1t — Numele complet

SK Postup posudzovania zhody Priloha Il a Tl Cely ndzov

S8V | Forfarande f6r beddmning av Sverensstimmelse Bilaga Il och 1§l Fullstdndigt namn
TR | Uygunluk Degerlendirme ProsedQri Ek lve lll Adh Sovade

EN Function Signed for, and on behalf of Date Issued

BG JlanssHoCT [Moanucano 3a ¥ 0T HMETO HA Jlara na winasaue
CSs Funkce Podepsino za a jménem Datum vydani

DA | Funktion Underskrevet for og pil vegne af’ Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Aufirag von Datum

EL Astrovpyin YRroypagetal ylo Kot 8K BEPOVS TOV/ TS Hpepopnviu ékdoong
ES Funcion Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimet) Viljaandmise kuupdev
FR. Fonction Signé par et au non de Date d'établissement
HR | Funkcija Potpisano za i v ime Datum izdavanja
HU | Beosztas Aldird a ktivetkezd képviseletében és nevéhen Kiaddis datuma

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

LV Amats Parakstits 33das personas vardi Izdoganas datums
LT Pareigos Subjekto, kurio vardu pasiradoma, pavadinimas I3davimo data

NG | Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Fungiio Assinado e em nome de Data de emissiio

RO Functia Semnat pentru i in numele Data eliberarii

SK Funkcia Podpisané za a v mene Détum vydania

5V Funktion Undertecknat fir och pa uppdrag av Datum for utfardande
TR Cibrevi Namina ve temsilen imza Diizenlenme Tarihi
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EN | Supersedes Signature Date of Approval
BG | 3amectea osnne Jlata #a oJodpenne
CS Nahrazuje Podpis Datutn schvaleni

DA | Erstatter Underskrift Godkendelsesdato

DE | Ersetzi Unterschrift Datum der Genehmigung
EL Avtikathotd Ynoypuen Huepopmvia £yxpiong
ES Sustitaye Firma Fecha de aprobacidn
ET Asendab Allkiri Heakskiitmise kuupéev
FR Annule et remplace Signature Date de I"autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalyialanitja a kiivetkez8 dokumentumot: Aldiras Jovahagyis dituma
IT Sostituisce Firma Data di approvazione
LY Ajzsidj Paraksts Apstiprindanas datums
LT Pakeitia Paragas Patvirtinimo data

NQ | Erstatter Signatur Godkjenningsdato
PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO | Inlocuitor Semnatura Data aprobarii

SK Nahridza Podpis Ditum schvilenia

8V | Ersiitter Namnteckning Datum {&r godkinnande
TR ! Yerini aldi5i belge Imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MacTo Ha HanasaHe B cuaa o1/3a (Jiara man HOMep Ha napiuaa)

CS Misto vydani Utinné od (datum nebo &islo Sarke)

DA | Udstedelsessted Ikrafitredelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezgichnung)

EL Tonog éxboong Ze 1oy amd (Hpepopmvio i op. mupriduc)

ES Expedida en Efectiva (fecha o nbmero de lote)

ET Viljaandmise koht Joustumine (kuupéey i partiinumber)

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

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

HU | Kiadis helye Hatalybalépés (ddrum vagy tételszdam)

1T Luogo di rilascie Valido da (data o numero di lotio)

Lv Izdo3anas vieta Speki no (datums vai partijas numurs)

LT Iidavimo vieta Isigalioja (data arba partijos numeris)

NO | Utstedelsessted Gielder fra (dato eller lothummer)

PL Miejsce wydania Obowiazuje od (data lub numer partii)

PT Local de emissiio Efetividade (Data on simero de lote)

RO | Locul eliberarii Valabilitate (data sau numirul lotului)

SK Miesto vydania Uginnost od (ddtum alebo Cislo Sarze)

sV Plats fiir utfiirdande Verkstiilligt (datum eller lotnummer)

TR Diazenlendigi Yer Yiirtirlik (Tarih veva Lot Numarasi)
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EN

We, the undersigned, lereby 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; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the taws of the member states,

This declaration is made in accordance with Annex IV of the IVD Regulasion, Annex V1 of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

BG

Hue, 201yNOANHOARHTE, C HACTOAIIOTO ACKNAPHPAME, YE MOPEONHCAHOTO(UTE) MeAHIHHCKO(H) HIACTHE(A) 30 HHEUTPO AHArHOCTHKA OTrOBapA(T) HA
npHIoKHMHTE pacnopeatu Ha Peraament (EC) 20£7/746 Ha Epponeiickun napnaMent  na C1eeTa 0T 5 anpha 2017 r. OTHOCHO MEIHUMHCKHTE H3le/us 3a
HHBUTPO BHATHOCTHKA, OCBEH TOBA OTTOBAPA(T) HA MPHAOKHMHTE paznopead Ha Hupextuea 201 1/65/EC ua Esponeiickus napaaMeHT n #a CobeTd oT 8 10HH
2011 r. 0THOCHO OPAHHYEHHETO HA YTIOTPEGATA HA ONPRACIEHH OMACHH BEWECTEA B ENEKTPHUECKOTO H €NeKTPOHHOTO 060pY ABAHE H HA MIPHACKHMHTE
pasnopenbn wa Jupexktiea 2006/42/EQ na Epponeiickin napnament 1 Ha Cueema oT 17 malt 2006 I, 0THOCHO MALIHMNTE, H 33 HIMEHEHHE HA Jupexmaea
95/16/EO, KaKTO & TPaHCTIOHHPaHA B HAUKOHANHOTO 3AKOHONATENCTED HA AbPIKABHTE WIEHKN,

Tazu AckIapauHA Ce Npasu B cLOTRETCTBHE ¢ [Tpunowenne IV ua PernamenTa 3a IVD, Ipunoketne VI va JIHpeKTHBATA 32 OMPAUHYABAHE HA ONACHHTE
gewectea (ROHS) u [lpunoxenne Il Ha [lupekmrata oTHOCHO MAIINHITTE R 38 HEHHOTO H30ABAHE OTTOBOPHOCT HOCH CAIMHCTREHG IPOHIBOIMTENAT.

Ccs

My, nize podepsani, titnto prohladujeme, ze diagnosticky(-&) zdravotnick{(-€) prostfedek {prostiedky) in viiro uvedeny{-€) vvie je (jsou) ve shods s prislusnymi
ustanovenimi nafizenf Evropského parlamentu a Rady {(EU) 2017/746 ze dne 5. dubna 2017 ¢ diagnostickych zdravoinickveh prostfedcich in vitro; a Ze je (jsou)
dale ve shode s pfisludnymi ustanovenimi smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. tervia 201 1 0 omezeni pouivani nékterych
nebezpednych latek v elektrickych a elektronickych zatizenich a s pristusnymi ustanovenimi smérnice Evropského parlamentu a Rady 2006/42/ES ze dne 17,
kvétna 2006 o strojnich zatizenich a o 2mEn smémice 95/16/ES, jak byla provedena ve vnitrostatnim pravu Slenskych statii. Toto prohlaeni je v souladu s
Prilohou |V nafizeni IVD, Ptilchou VI smémice ROHS a Piflohou 1l smérnice o strojnich zafizenich a je vydano na vyhradni odpovédnost vyrobee.

DA

Vi, undertegnede, erklaerer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de gxldende
bestemmelser i Europa-Parlamentets og Ridets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagrostisk medicinsk wdstyr, ligesom det overholder
geldende bestemmelser i Europa-Parlamentets og Radets direktiv 201 1/65/EU af 8. juni 2011 om begrznsning af brugen af visse fadige stoffer i elekuisk og
elektronisk udstyr samt overholder galdende bestemmelser i Europa-Parlamentets og Ridets direktiv 2006/42/EF af 17, maj 2006 om maskiner og 2ndring af
direktiv 95/16/EF, som det er transponeret i medlemsstaternes lovgivning.

Denne erklzring afgives i overensstemmelse med IV D-forordningens bilag 1V, ROHS-direktivets bilag Vi samt maskindirektivess bilag 11 og udstedes under
fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkliren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/dic oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (ELY) 2017/746 des Europaischen Partaments und des Rates vom 5. Aptil 2017 iiber In-vitro-Diagnostika erfiillen und zusitzlich
die entsprechenden Bestinunungen der Richtlinie 2011/65/EU des Europdischen Parlaments und des Rates vom 8. Juni 2011 zur Beschriinkung der Verwendung
bestimmier gefihlicher Stoffe in Elektro- und Elektronikgeriten sowie der Richtlinie 2006/42/EG des Europiischen Parlaments und des Rates vom 17, Mai 2006
iiber Maschinen und zur Anderung der Richtlinie 95/16/EG gemih Umsetzung in den Gesetzen der Mitgliedsstaaten.

Diese Erlddrung erfolgt gemdll Anhang 1V der IVD-Verordnung, Anhang VI der RoHS-RichHinie und Anhang Il der Maschinen-Richtlinie und wird unter
alleiniger Verantwortung des Herstellers auspestell

EL

Epgic. ovvmoyphgoviss, SniAvoupe PE T0 Tapdy 0TI Ta TPOGVAPEPONEVE SIEYVINGTIKE IETPOTERVOROYIKE, TPOTOVTA GUUHOPEHIVOVTEL PE TIG IGKUOVGES uTaielg
ov Kavoviopot (EE) 2017/746 tov Evpemainoy Kowoflovkiov ke tou Zupfovkion tng 5 Anpihion 2017 oxstikd 1E To i Vitro Suyverotikd atpoTeEXVOrOYIRG
Apoidvra ke exiong coppopphvovTo e T iexiovaes Sutake Tg Odnyiag 201 1/65/EE tov Evponaikot KowvoBoukiov ko tou Zupfovhiov g 8™ lovviov
2011 oxETIKG HE TOUG TEPIOPIGHOVS GTN) XPTION SUYKEKPIPEVIY ETIKIVEUVIEY OVTIHY OTOV RAEKTPIKG Kol nhextpoviks shorhiopd. kabhs ku pe nig wydovseg
Bnrdieig me Odnyiag 2006/42/EK tov Evpusaixod KowoPoukiov kar tov Zuppovkiov thg 17% Maiov 2006 oxsTikd ue Tov pgevikd sEomcud KoL TV
Tpogoron Tk Odnyla 95/16/EK onnxg avth petapéphnke 6T vopodesia tov kputdv pekov. H SHhnon oot iveral cOpgava pe 1o Napapmpa IV tov
Kavovispon IVD, to Tlapapmua VI g O3nyiag ROHS ko1 to Mapdpmpe 11 g Odryylog v tov MIjovIKG EE0RMOops Ko exdibeTan pe oookderctuen sulinm
TOV KOTRIKEWHIGTI).

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s} sanitario(s) para diagndstice i vitre descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro; y ademas cumple{n} las disposiciones aplicables de la Directiva 2011/65/EU del Parlamento Europeo y del Consejo dei 8 de junio de 2011 sobre
restricciones a la utilizacion de determinadas sustancias peligrosas en aparatos eléctricos y electronicos, y las disposiciones aplicables de la Directiva 2006/42/EC
det Parlamento Europeo y del Consejo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmienda 95/16/EC tat y como se ha incorporado en las leyes
de los Estados Miembros.

Esta declaracién se realiza en conformidad con el Anexo IV de] Reglamento IVD, Anexo V1 de la Directiva ROHS y Anexo Il de la Directiva de maquinas y es
emitida bajo la exclusiva responsabilidad del fabricante.

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
migruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetete ning lisaks vastab see kohaldatavatele sitetele Euroopa
Parfamendi ja ndukogu 8. juuni 2011. aasta direktiivis 201 1/65/EL {teatavate ohtlike ainete kaswtamise piiramise kohta elekiri- ja elektroonikaseadmetes) ja
Euroopa Parlamendi ja ndukogu direktiivis 2006/42/EU, 17. mai 2006, mis kiisitleb masinaid ja millega muudetakse direktiivi 95/16/EQ), nagu sce on ile voetud
litkmesriikide seadustesse,

See deklaratsioon on koostatud vastavalt TVD madruse [V lisale, ROHS direktiivi VI lisale ja masinadirektiivi II lisale ning see on villja antud tootja vastutusel.

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 § avril 20107 relatif aux dispositifs médicaux de diagnostic in vitre, aux
dispositions applicables de la Directive 2011/65/UE du Parlement européen et du Conseil du 8 juin 201 1 relative 2 fa limitation de Putilisation de ceraines
substances dangereuses dans les équipements électriques et ¢lectroniques, aux dispositions applicables de la Directive 2006/42/CE du Parlement européen et du
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/16/CE, telles que transposées dans le droit national des Etats membres. Cette
déclaration est £iablie conformément 3 1" Annexe IV du Réglement DIV, 3 [ Annexe Vi de la Directive ROHS ainsi qu*a I’ Annexe Il de la Directive Machines
sous la seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(iy sukladni primjenjivim odredbama Uredbe (EUY
2017/746 Europskog parlamenta i Vijeca od 5. travnja 2017. o in vitro dijagnostitkim medicinskim proizvodima; i dodatno primjenjivim odredbama Direktive
2011/65/EU Europskog parlamenta i Vije¢a od §. lipnja 2011. o ogranidenju uporabe adredenih opasnih tvari u elektritnoj i elektronitkaj opremi, te primjenjivim
odredbama Direktive 2006/42/EZ Europskog parlamenta i Vijeca od 17, svibnja 2006. o strojevima zamjenjujuéi Direktivu 95/16/EZ kako je pretodenc u zakone
drZava ¢lanica.

Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe 1VD, Prilogom V1. Direktive ROHS i Prilogom [1. Direktive o strojevima i izdaje se pod iskljudivom
odgovornodéu proizvodada.

“HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszkéz(6k) megfelelinek) az Eurdpai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkzokrl sz016 (EU) 2017/746 (2017. dprilis 5.) rendelete vonatkozé rendetkezéseit; tovabba az Eurdpai Parlament &s a Tandcs egyes veszélyes
anyagok elcktromos €3 elektronikus berendezésekben vals alkalinazdsanak korlatozasarol szolo 2011/65/EU (2011, junius 8.) ithnyelve {RoHS iranyelv)
vonatkozo rendelkezéseit, valamint az Eurépai Parlament €s a Tandcs a gépekrdl és a 95/16/EK irdnyelv modositasarol sz6ld 2006/42/EK (2006. méjus 17.)
iranyelve vonatkozo rendelkezéseit a tagéllamok jogrendjébe atiltetd rendelkezéseknek. A jelen nyilatkozat megfelel az IVD rendelet [V. mellékletében, a RoHS
iranyelv VL. mellékletében ¢és a gepekrdl szélo iranyelv 1. metlékletében foglalt elbirasoknak, és a gyirtd kizarolagos feleldsséae alapidn kerillt kiadasra.
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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; and addicionally
conforms applicable provisions of Directive 2001/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parfiament
and of the Councll of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of ¢he IVD Regulation, Annex VI of the ROHS Directive, and Annex Il of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

T

Noi, i sotoscritti, con la presente dichiariamo che il(i} dispositivo(i) medico-diagnostica(t) i vitro sopra descritto(i} &(sono) conforme{i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europec ¢ del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro; é(sono)
inoltre conforme(i) alle disposizioni applicabili della direttiva 2011/65/UE del Parlamento europeo e del Consiglio dell'8 giugno 2011 sulla restrizione dell’uso di
determinate sostanze pericolose nefle apparecchiature elettriche ed elettroniche, e alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento europeo
€ del Consiglio del 17 maggio 2006 relativa ae macchine ¢ che modifica la direttiva 95/16/CE come recepite nelle legisiazioni degli Stati membri. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento 1VD, all'allegato V1 della diretiiva ROHS e all'allegato 1T della direttiva macchine ed &
rilasciata sotto la responsabilitd esclusiva del fabbricante.

LV

Mgs, apak3a paraksifjusies, ar 30 pazinojam, ka iepriek$ apraksiTta(-s) in vitro diagnostikas mediciniska(-s) ierfce(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017, gada 5. aprilis) piem&rojamajam prasTbim par in vitre diagnostikas mediciniskam iericém un papildus prasibam, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES {2011, gada 8. junijs) par dazu bistamu vielu izmantotanas ierobeZo¥anu elektrisks un elektroniskas
iekairtas un Eiropas Parlamenta un Padomes Direktiva 2006/42/EK (2006. gada 1 7. maijs) par maSTodim, un at kuru groza Direlativu 95/16/EK, k3 i ieviesta
dalibvalstu tiestbu aktos,

87 deklardcija ir sagatavola saskand ar 1VD regulas 1V pielikumu, ROHS direktivas V1 pielikumu un Direkifvas par ma¥Tndm 11 pielikumyu un par izdo$anu atbild
vienigi razotijs.

LT

Mes, toliau pasiradiusicji (-tusiosios), pareiskiame, kad ankstiau mineta (-0s) i vitro diagnostikos medicinos priemone (-6s) atitinka 2017 m. balandZic 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitre diagnostikos medicinos priemoniy taikytinas nuostatas: taip pat ji (jos) atitinka 2011 m.
birzelio 8 d. Europos Parlamento ir Tarybos direktyvos 201 1/65/ES dél tam tikny pavojingy medziagy nandofimo elektros ir elektroninéje jrangoje apribojimo
taikomas nuostatas ir 2006 m. geguzés 17 d. Europos Parlamento ir Tarybos direkryvos 2006/42/EB dél maling, i§ dalies keitiancios Direktyva 95/16/EB,
taikomas nuostatas, perkeltas j valstybiy nariy teisés aktus.

Si deklaracija yra parengta vadovaujantis [VD reglamento 1V priedu, ROHS direktyvos VI priedu ir Maginy direktyvos [1 priedu ir yra iSduodama tik gamintojo
atsakomybe. *

NO

Vi, undertegnede, erklarer herved at utstyret til in vitro-diagnostikk som er anfart ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
ridsforordning {EU) 2017/746 av 5. april 2017 om medisinsk utstyt til in vitro-diagnostikk, og yiterligere overholder gjeldende bestemmelser i
Europaparlaments- og radsdirektiv 20§ 1/65/EU av 8. juni 2011 om bruksbegrensninger av visse fatlige stoffer i elektrisk og elektronisk utseyr, og til gjeldende
bestemmelser i Europaparlaments- og radsdirekiiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 95/16/EF som innarbeidet | medlemsstatenes
lovgiviing.

Denne erklzringen er utarbeidet i overensstemmelse med vedlegg IV i IVD-forordningen, vedlegg V1 i ROHS-direktivet og vedlegg IT | maskindirektivet og er
utstedt under produsentens encansvar,

PL

My, nizej podpisani, ninigjszym oéwiadczamy, ze wymieniony{-¢) powyzej wyrobiwyroby) medyczny(-e) do diagnostyki in vitro spetnta(-ja) odpowiednic
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z duia $ kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in vitro,
a ponadio wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwea 2011 r, w sprawie ograniczenia stosowania niektorych
nicbezpiecznych substancji w sprzecie elektrycznym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 r, w
sprawie maszyn, zmieniajacej Dyrektywe 95/16/WE, w sposob, w jaki zostaly one wdrozone do ustawodawstwa paiistw czlonkowskich,

Niniejsza deklaracja zostata sporzadzona zgodnie z Zataeznikiem 1V Rozporzadzenia VDR, Zalgeznikiem VI Dryrektywy ROHS oraz Zalacznikiem 11
Dyrektywy Maszynowej i wydana na wylgezna odpowiedzialnosé producenta.

Nds, abaixo assinados, declaramos que os dispositivos médicos para diagndstico in vitre descritos acima estio em conformidade com as disposigdes aplicaveis do
Regulamento (UE} 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagndstico i vir; ¢
adicionalmente, em conformidade com as disposigdes aplicaveis da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de & de Junho de 2011, relativa 4
restricdo do use de determinadas substincias perigosas em equipamentos elétricos e eletrénicos, € com as disposigies aplicAveis da Diretiva 2006/42/CE do
Parlamento Europeu e do Conselho, de 17 de maio de 2006, sobre maquinas e que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros,
Esta declaragiio ¢ feita de acordo com 0 Anexo 1V do Regulamento [VD, o Anexo VI da Diretiva ROHS e o Anexo 1| da Diretiva relativa as Maquinas ¢ & emitida
sob a exclusiva responsabilidade do fabricante.

RO

Subsemnalii, declarim 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: §i, in
plus, respectd dispozitiile aplicabile din Directiva 201 1/65/UE a Partamentului European i a Consiliului din § junie 2011 privind restrictia utilizdrii anumitor
substan{e periculoase in echipamentele electrice si electronice si eu dispozitiile aplicabile din Directiva 2006/42/CE a Parlamentului European si a Consiliului din
17 mai 2006 privind utilajele $i modificarea Directivei 95/16/CE, transpusa in legile statclor membre.

Prezenta declaratie este emisi in conformitate cu anexa 1V la Regulamentul 1VD, anexa V1 la Directiva ROHS si anexa 11 la Directiva utilajelor §i este emish sub
responsabilitatea exclusiva a producitorului.

SK

My. dolupodpisani, tymto vyhlasujeme, ze diagnosticka(-¢) zdravotnicka(-¢) pomdckal-y) in vitro uvedena(-&} vyssie Jje (s} v zhode 5 prisluinymi ustanoveniami
Nariadenia Eurépského parlamentu a Rady (EU} 2017/746 z 5. aprila 2017 o diagnostickjch zdravotnick§ch poméckach in vitro; a 2e je (s0) d'alej v zhode

s prisluSnymi ustanoveniami Smermice Europského parlamentu a Rady 2041/65/EU z 8. jona 2011 o obmedzeni pouZivania uréitych nebezpetnych latok

v elektrickych a elektronickych zariadeniach a s prisluinymi ustanoveniami Smernice Eurdpského parlamentu a Rady 2006/42/ES zo 17. mdja 2006 o strojovich
zariadeniach a 0 zmene a doplneni Smernice 95/16/ES tak, ako boli transponované do zakonov tlenskych Statov, Toto vyhlasenic je v silade s Prilohou IV

k Nariadeniu IVD, Prilohou VT k Smemici ROHS a Prilohou IT k Smernici o strojovych zariadeniach a vydava sa na vyhradni zodpovednost vyrobeu.

SV

Vi, undertecknade, firsikrar hirmed att den eller de medicintekniska produkser for in vitro-diagnostik som beskrivs ovan Gverensstammer med de tillampliga
bestiimmelserna i Europaparlamentets och idets forordning {EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
dverensstimmer med de tillampliga bestimmelserna i Europaparlamentets och ridets direktiv 2011/65/EU av den & juni 2011 om begrinsning av anvindning av
vissa farliga amnen i elektrisk och elektronisk utrustning sami med de tillimpliga bestimmelserna i Europaparlamentets och ridets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om éndring av dircktiv 95/16/EG (omarbetning) som infdrlivats i medlemsstaternas lagstiftning,

Denna firsikian gdrs i enlighet med bilaga IV till [VD-frordningen, bilaga VI till ROHS-direktivet samt bilaga Il till maskindirektivet och utfirdas under
tillverkarens enskilda angvar.

TR

Biz, asagida imzalan bulunan, yukanda belirtilen in vitro diagnostik ubbi cihazlarn, 2017/746 sayihi Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihaztar Konseyinin ilgili hitkimlering uygun oldugunu ve aynca ¢lektrikli ve elektronik cihazlarda belirli tehlikeli maddelerin
kullamnmunin sundandintmasina iliskin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayili Avrupa Parlamentosu Direktifinin ilgili hikiimlerine, makinelere
iligkin 17 Mayis 2006 wrihli Konseyin ve 2006/42/EC sayili Avrupa Parlamentosu Direktifinin ilgili hoktimlerine ve tiye deviet yasalarna aktanlan 95/16/5C
sayih ek Direkiife uygun oldugunu beyan ederiz.

Bu beyan [VD Yonetmeligi Ek 1V, ROHS Direktifi Ek VI ve Makineler Direktifi Ek I uyannca yapimisur ve tireticinin monhasic sorumlulugu altinda
yvaymlannustir.
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Declaration of Conformity

Certificate Identification: 04T84
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, Ireland.
List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
04T8420 52925 Alanine Aminotransferase2 Self-declared
04T8430 52925 Alanine Aminotransferase2 Self-declared
Authorized European Not Applicable
Representative (name and address)
Storage of technical documentation | Apbott 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/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

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

Signature: /ﬂﬂﬁ 18\4(5 W Signature:

Full Name i = Full Name
(printed):  Siobhan Wright (printed):
Position: Director Quality Assurance/ Position: Manager Regulatory Affairs
Site Quality Head
Date of 11 "SW'%I‘ Date of X idine 5£P ‘252/
Approval: Approval:
Date Issued: __|_3l - JEP - WL Place Issued: Abbott Ireland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, Ireland.
Supersedes:  Not Applicable Effective Date: 13 -JeP- Lol




a ABBOTT

Declaration of Conformity

Certificate Identification:
Legal Manufacturer's Name:

04785

Abboll Ireland Diagnostics Division

Lepal Manufacturer's Address: [Lisnamuck, Lon&lhrd, Co. I.ongford. [reland.
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
0478520 52941 Amylase Self-declared

Representative

Authorized European

(name and address)

Not Applicable

Storage of technical documentation
(name and address)

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: /j@df\&:‘u La‘ﬂ Esl"u‘/ Signature:

Full Name : ; Full Name

(printed). Siobhan Wright (printed):

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

Date of 35 -r - 1o Date of

Approval: Approval:

Date Issued: rRE-0U - ]/c L Place Issued:

Supersedes:  Not Applicable

EfTective Date:

/d;h/é.ib' (jcl-:’l"&/\
=

Lorraine Whitney

Director Regulatory Affairs

25 0t 2020

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

AT-0U -70




DRC-726

5 i I CE DECLARATION OF CONFORMITY
¥V Biokit .

A Werfen Company P-172 Page 1 of 2

C € DECLARATION OF CONFORMITY

Manufacturer: BIOKIT, S.A.
Hersleller Fabricante Av. Can Montcau, 7
Fabricante Producent 08186 Llica d’Amunt
Fabricant Tittvericare Barcelona

Produittore Karaoxkevaorfic Spain

Biokit hereby declares that the product(s) listed below conform to the European Union directive
and standards identified in this declaration.

Blokit erldart, dass die aufgefiihrten Produki{e) mit den Bestimmungen der angegebenen EU-Richtiinien und mit den aufgefiibrten
normativen Dokumenten in Ubereinstimmung sind.

Biokit declara por la presente que los productofs) abajo mencionados, estdn conformes con las directivas y normas Europesas
identificadas en esta declaracion,

Biokit déclare par la présents, que le(s) produil(s) sous-mentionné(s), est (sont} conforme(s) aux directives et normes Européennes
identifiées dans celte déclaration.

Biokit dichiara con fa presente che ili) prodotto(i) soltomenzionato(i) 8(sona) conformi alla direltiva e agli standard specificati in
questa dichiarazione,

Biokit declara pelo presente que ofs) produlo(s) abaixo mencionado(s) esta/estdo conforme a Directiva e normas da Comisséo
Europeia especificadas nesta declaragdo.

Biokit erkiserer herved, at det (de) nedenfor anfarte produkt(er) er i overensstemmelise med de EU-direktiver og standarder, der er
anfart i denne erklasring.

Biokit bekréftar harmed alt nedan uppréknade produict{er) &r firenligia) med de EU-tirektiv och standarder som identifieras i denna
deklaration

H Biokit pe 10 Tapdv SnAdiver 6T 10 TPOTOV(—Ta) TOU OVaQEPOVIGY KATWIEDW CUULop@WvovIal e myv odivia e Evpwraiaic
Evwons Kot Ta pdTuTTg oy TrapariBeviar ary napoloa ShAwon.

EU Directive:
EU-Richtlinie Directiva UE Directive Européenne Direttiva Europea Directiva UE EU-Direktiv EU Direktiv Qényfa EE

IVD - 98/79/EC (27/10/1998)
Standard(s):

Normen und Richliinien Esténdar(es) Norme(s) Norma(e) Padrdo/Padrbes Standard(er} Standard(er) Mpérumof-a)

1SO 13485
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Notified Body:

Benannte Stefle Organismo Notificade Organisme Nolifié  Organismo Nofificato Organismo Nolificada

Anmaéit Organ Kowvorromuévos Opyavauoc

Teknisk Kontrollorgon

Name: Other Devices Code: N/A

¢ Certificate N°: N/A

Product(s}):

Annex I

Produki(e) Productofs} Produil(s) Prodotto(l) Produto(s) Produkifer) Produki{er) polvi-ta)

Product(s)
Produkt(e)
Producto(s)
Produit(s
Prodoltofi}

Produto(s)

Produiki(er)
Produktfer}
Hpoidv(-te)

PIN

01R0620

Alinity ¢ ASQO Reagent (300 test)

01R0630

Alinity ¢ ASO Reagent (730 test)

01R0601

Alinity ¢ ASO Standard

(_\

Signature |
Pau Planas
CEQ

Biokit, S.A

Aot 204, 2018

Datoe




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 Names and Description of Devices Classification
and Size Code
of Devices
04T8620 52954 Aspartate Aminotransferase? Self-declared
04T8630 52954 Aspariate Aminotransferase2 Self-dectared
Authorized European Not Applicable
Representative {(name and address)
Storage of technical docamentation | Aupott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
{name and address) Longford, Ireland.
Harmonized Standards Lisied 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 Cotmcil 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 11 of the FVD Directive and is issued under fhe sole
responsibility of the manufacturer,

Signature: ,f nohén (S far Sigature: —_—
Full Name Full Name "
(printed): Siobhan Wright (printed): Thouias Breslin
Position: Director Quality Assurance/  Position: Manager Regulatory Affairs

Site Quality Head

: I

Date of 13 -JC¢7- Lt Date of | 7~ SE/ 802 /
Approval: Approval:
Date Issued: 13- 8¢/ - i Place Issued: Abbott lreland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, Ireland.
Supersedes: Nt Applicable Effective Date: {(» —5&0- 1oLt




— ] Abbott

Declaration of Conformity

Certificate Identification: DOC-08P6101-SD DLK TPM

Legal Manufacturer’s Name: Abbott GmbH

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

List Numbers and GMDN n_— : r G
Size Code of Devices | Code Names and Description of Devices Classification
08P6101 41830 Alinity ¢ Bilirubin Calibrator Kit Self-declared

Authorized European

Representative (name and address) NA

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 111 of the VD Directive and is issued under the sole
responsibility of the manufacturer.

R .
’ 7 (— . - .
Signature: ( . %t"(ﬁ. Signature: \ ﬂ{ l 1( N/ fg_y,ﬂ /L

Full Name: Claudia Becker Full Name: Tiffini Jenkinswl
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: 02 ?‘(/‘: 2 D22 Date of Approval: _[-[€b=2C22
Date Issued: o2 Fel 2922
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 05-April-2017

Effective (Date or _
LorNumbery: 02 Fels 222




) Abbott
[ ] ®
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 _— " : ;
Size Code of Devices | 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 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

»
Signature: Z . Iﬁﬁwr Signature: L 2 (4 Z(,{}[ (L g&f(gy )

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: Zz 7@,} 20 2l Date of Approval: 11-Jul-202/
( Date Issued: : 2 - ;’ Zx/ = ,{"z-}' 7
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 19-Feb-2019

Effective (Date or

-2 9 -7
Lot Number); < £ 'j&/ gl 'i:",.zqﬂ




| Abbott

Certificate Identification:

Declaration of Conformity

Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DoC-04V5121, 04V5131-SD DELK
Abbott GmbH
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
Representative (name and address)

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 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

. AL

/ /’ 'lé g s 2

Director Regulatory Affairs
L2yt - A0
LA et - R0

65205 Wiesbaden, Germany

Signature: Signature:
Full Name: Joerg Amborn Full Name: Noah Lermer
Position: Director, Quality Assurance Position:
Date of Approval: /?(;' 20- 06 - 04 Date of Approval:
Date Issued:
Place Issued:
Supersedes: 27-Feb-2019
Effective (Date or

Lot Number):

22w - 20




| Abbott

0l

Declaration of Conformity

Certificate Identification: DOC-07P5720, 07P5730-SD DELK TPM

Legal Manufacturer’s Name: Abbott GmbH

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

List Numbers and GMDN —_— 5 . ;
Size Code of Devices | Code 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

Representative (name and address)

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 1IT of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: é . g/éﬁd_f Signature: IAMUJJ%Q_MLW‘

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: 22 7}_,.;,, ZQZ( Date of Approval: = Jul=-2021
| Date Issued: 22~ %4/‘ 2027
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 31-Dec-2016

Effective (Date or — _
Lot Number): < <~ /Zﬂd/' :?f{’«,.,/i"
4
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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 W01010205
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 [X Chapters I and III, 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: /f% Signature:™XU__. wl \éu:.tp-.ﬂ
Date of Approval: S OCT 224 Date of Approval: >\ Ocl QL'SL4

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

Date Issued: 3 | & CF 2ot ¢ Place Issued: _Lisnamuck, Longford Co. Longford Ireland
Effective (Date
Supersedes: 25-Sep-2023 or Lot Number): 2 ocT 22 <
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Declaration of Conformity

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

04V62
Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code

Names and Description of Devices Classification
and Size Code
of Devices
04V6201 47868 Consolidated Chemistry Calibrator Self-declared
Authorized European NA - - - ]
Representative (name and address)
Storage of technical documentation | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland
and

Randox Laboratories Ltd, 30 Randalstown Road, Antrim, Co. Antrim,
BT41 4FL, UK

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 ITI of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: /ﬁ% %\g W~

Signature:
Full Name : . Full Name :
(printed): Siobhan Wright (printed): Thomas Breslin
Position: Dirsctor Quality Asinrance/ Position: Manager Regulatory Affairs
Site Quality Head

Date of 1Y fﬁDve,(' - wu Date of I S’Dt?_(A.‘ _2?2 /

Approval:

Approval:

Date Issued: / 5_ ‘ﬂ E(‘ = 20 2/ Place Issued: Abbott Ireland Diagnostics Division,

21 October 2021
Supersedes:

Lisnamuck, Longford, Co. Longford, Ireland.
Effecctive(Date |G -~ pDF¢c - 202/

or Lot ===
Number):
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