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ZERTIFIKAT & CERTIFICATE ¢

‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

America

No. QS6 010051 0140 Rev. 01
Certificate Holder: Abbott GmbH

Max-Planck-Ring 2

65205 Wiesbaden

GERMANY
Certification Mark: g

1SO 13485

Scope of Certificate: Design and Development, Manufacture and Distribution of In-

Vitro Diagnostics Reagents used in the Diagnosis, Management
and Detection of Blood Analytes, Inmune Status, Complement
Components, Cancer, Thyroid Markers, Fertility Testing,
Endocrine Disorders, Bone and Mineral Metabolism, Hormones,
Vitamins, Therapeutic Drug Monitoring, Rheumatoid -
Inflammatory Diseases, Cardiac Markers, Immunological Typing
Bacterial Infectious Diseases, Viral Infectious Diseases, and
Parasitic Infectious Diseases

Standard(s): ISO 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: F006151

Effective Date: 2022-07-11

. Digitally signed by Ceaicovschi Tudor
Expiry Date: 2024-09-30 Date: 2023.03.01 11:05:53 EET
Reason: MoldSign Signature
Location: Moldova

Page 1 of 2
Date of Issue: 2022-10-31

( Renee Walker )
Manager, US Certification Body,
Medical and Health Services

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\

=)

America

CERTIFICATE

No. QS6 010051 0140 Rev. 01

Regulatory Requirements:

Facility(ies):

Facility Scopes:

Page 2 of 2
Date of Issue: 2022-10-31

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. 16/2013
- RDC ANVISA n. 23/2012
- RDC ANVISA n. 67/2009

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

Japan
- MHLW Ministerial Ordinance 169, Article 4 to Article 68
- PMD Act

United States

-21 CFR Part 803

- 21 CFR Part 806

- 21 CFR Part 807 — Subparts Ato D
- 21 CFR Part 820

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

Design and Development, Manufacture and Distribution of In-Vitro
Diagnostics Reagents used in the Diagnosis, Management and
Detection of Blood Analytes, Immune Status, Complement
Components, Cancer, Thyroid Markers, Fertility Testing, Endocrine
Disorders, Bone and Mineral Metabolism, Hormones, Vitamins,
Therapeutic Drug Monitoring, Rheumatoid - Inflammatory Diseases,
Cardiac Markers, Immunological Typing Bacterial Infectious Diseases,
Viral Infectious Diseases, and Parasitic Infectious Diseases

REPs Facility ID: FO06151

( Renee Walker )
Manager, US Certification Body,
Medical and Health Services

TUV®

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


http://www.tuvsud.com/

bsi.

By Royal Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that:

Holds Certificate Number:

FM 743464

Abbott Laboratories Diagnostics Division
100 Abbott Park Road
Abbott Park

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

following scope:

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

For and on behalf of BSI:

Original Registration Date: 2018-10-12

Latest Revision Date: 2022-04-12

UKAS

MANAGEMENT
SYSTEMS

1o}

0003

Matt Page, Managing Director Assurance - UK & Ireland

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

Page: 1 of 2

..making excellence a habit’

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

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

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+743464&ReIssueDate=12%2f04%2f2022&Template=uk

Certificate No: FM 743464

Location

Registered Activities

Abbott Laboratories Diagnostics Division
100 Abbott Park Road

Abbott Park

Illinois

60064

USA

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

Abbott Laboratories Diagnostics Division
- Conway Park

675 North Field Drive

Lake Forest

Tllinois

60045

USA

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

Abbott Laboratories Diagnostics Division
- K Complex - Distribution Center

Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

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

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

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

Page: 2 of 2

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

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


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+743464&ReIssueDate=12%2f04%2f2022&Template=uk

bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

i AT

By Royal Charter

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

Facility ID Number: F004943

Holds Certificate No: MDSAP 743463

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

Please see scope page.

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

Graeme Tunbridge, Senior Vice President Medical Devices

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

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

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


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

Certificate No: MDSAP 743463

Registered Scope:

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

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

Accessories for Hematology.

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

Page: 2 of 3

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

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


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

Certificate No:

MDSAP 743463

Location

Registered Activities

Abbott Laboratories Diagnostics Division
100 Abbott Park Road

Abbott Park

Illinois

60064

USA

Facility ID Number: F004943

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

Abbott Laboratories Diagnostics Division
- Conway Park

675 North Field Drive

Lake Forest

Illinois

60045

USA

Facility ID Number: F004943

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

Abbott Laboratories Diagnostics Division
- K Complex - Distribution Center

Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

Facility ID Number: F004943

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

Abbott Japan LLC

278 Matsuhidai

Matsudo-shi

Chiba

270-2214

Japan

Facility ID Number: F005418

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

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

Expiry Date: 2024-10-12

Page: 3 of 3

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

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

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

A Member of the BSI Group of Companies.


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

bsi.
Certificate of Registration

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

By Royal Charter

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

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

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

For and on behalf of BSI: G"““M \ - %

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2021-06-01 Effective Date: 2021-10-13
Latest Revision Date: 2022-06-22 Expiry Date: 2024-10-12
& Page: 1 of 2
e ..making excellence a habit”

0003

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

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


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+743461&ReIssueDate=22%2f06%2f2022&Template=uk

Certificate No: MD 743461

Location

Registered Activities

Abbott Laboratories Diagnostics Division
100 Abbott Park Road

Abbott Park

Illinois

60064

USA

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

Abbott Laboratories Diagnostics Division
- Conway Park

675 North Field Drive

Lake Forest

Tllinois

60045

USA

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

Abbott Laboratories Diagnostics Division
- K Complex - Distribution Center

Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

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

Abbott Japan LLC
278 Matsuhidai
Matsudo-shi
Chiba

270-2214

Japan

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

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

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

Page: 2 of 2

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

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


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+743461&ReIssueDate=22%2f06%2f2022&Template=uk

Lloyd’s
Reqister

Certificate of Approval

This is to certify that the Management System of:

Abbott Laboratories Diagnostics Division

100 Abbott Park Road, Abbott Park, IL, 60064, United States

has been approved by LRQA to the following standards:
ISO 9001:2015

Cliff Muckleroy - Area Operations Manager Americas
Issued by: Lloyd's Register Quality Assurance, Inc.

for and on behalf of: Lloyd's Register Quality Assurance Limited

This certificate is valid only in association with the certificate schedule bearing the same number on which the
locations applicable to this approval are listed.

Current issue date: 13 October 2018 Original approval(s):
Expiry date: 12 October 2021 ISO 9001 — 3 December 2017
Certificate identity number: 10155324

Approval number(s): ISO 9001 — 0015681

The scope of this approval is applicable to:
Design, Manufacture, Development, Installation, Service and Support of In Vitro Diagnostic Products including
Test Kits, Reagents, Accessories and Instruments.

KAS
AGEMENT
STEMS

MAN,
SY:!

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued by: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37
7ES, United Kingdom

Page 1 of 2



Lloyd’s
Register

Certificate Schedule

Certificate identity number: 10155324

Location Activities

100 Abbott Park Road, Abbott Park, IL, 60064, 1SO 9001:2015

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

Conway Park, 675 North Field Drive, Lake Forest, IL, ISO 9001:2015
60045, United States Oversight of the Quality Management System for
the Abbott Diagnostics Division Sites.

K Complex - Distribution Center ISO 9001:2015

Route 41 & Martin Luther King Drive, North Chicago,  pistribution of In Vitro Diagnostic Products

IL, 60064, United States including Test Kits, Reagents, Accessories and
Instruments.

o

v

UKAS

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued by: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37
7ES, United Kingdom

Page 2 of 2



aAbbott.

Declaration of Conformity

Certificate Identification: SC-09H46
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, IL 60064 USA
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
09H46-02 58236 CELL-DYN Emerald CLEANER Self-declared
(09H47-02 61165 CELL-DYN Emerald CN-FREE LYSE Self-declared
09H48-02 58237 CELL-DYN Emerald DILUENT Self-declared
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
Harmonized Standards Listed in the Technical Documentation

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

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

Signature: N Signature: %“R

u = L (24
Full Name: Barry Simpson Full Name: Marcy Jaqua
Position: Site Quality Manager Position: Director, Regulatory Affairs

Date of Approval: O . Doe . 0 15 Date of Approval: O/ 4£e 2078

Date Issued: DEC 0 9 2015 Place Issued: Abbott Santa Clara
IRIS V6 Effective (Date or
Supersedes: July 6, 2015 Lot Number): DEC 0 3 2015
CELL-DYN Emerald Reagents Declaration of Conformity
December 2015 (IRIS V7)

Page | of |



Lloyd’s
Register

Certificate of Approval

This is to certify that the Management System of:

Abbott Laboratories Diagnostics Division

100 Abbott Park Road, Abbott Park, IL, 60064, United States
MDSAP Facility Identifier: 079226220

has been audited by LRQA and found to conform to the following audit criteria:
ISO 13485:2016

Australia:
Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule 3 Part 1
(Excluding Part 1.6) — Full Quality Assurance Procedure

Braazil:
RDC ANVISA n. 16/2013
RDC ANVISA n. 23/2012
RDC ANVISA n. 67/2009

Canada:
Medical Devices Regulations — Part 1- SOR 98/282

Japan:
MHLW Ministerial Ordinance 169, Article 4 to Article 68
PMD Act

United States:
21 CFR 820
21 CFR 803
21 CFR 806

Cliff Muckleroy - Area Operations Manager Americas

Issued By: Lloyd's Register Quality Assurance, Inc.

Certificate Approval Number: UQA 00000846
Effective Date: 2018 October 13

Expiry Date: 2021 October 12

Certificate Issue Number: 10155325

Original Approval:
MDSAP/ ISO 13485 — 2017 December 7

‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM \

Lloyd's Register Quality Assurance, Inc. is an MDSAP authorised auditing organization.

To validate certificate authenticity visit: http://www.Irqgausa.com/help-and-support/Request-for-certificate-verification

Lloyd’s Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd’s Register’. Lloyd’s Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person

has signed a contract with the relevant Lloyd’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.
Issued By: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States

Page 1 of 3



Lloyd’s
Register

Certificate Schedule

Certificate Issue Number: 10155325
Approval Number: MDSAP — 0015682

The scope of this approval is applicable to:

Design and Manufacture of In Vitro Diagnostic Medical Devices, used in the Screening of Blood Donor Units
for Transmissible Diseases. Design and Manufacture of In Vitro Diagnostic Medical Devices used in the
Diagnosis, Management and Detection of Cancer, Autoimmune Status, Cardiac Markers, Endocrine
Disorders, and for Therapeutic Drug Monitoring. Design, Development, Manufacture, Refurbishment,
Distribution, and Post-Market Customer Service and Support of In Vitro Diagnostic Medical Devices for
Immunoassay and Clinical Chemistry Systems. Manufacture, Design / Development of In Vitro Diagnostic

Products including Instruments, Reagents, and Accessories for Hematology.

MEDICAL DEVICE SINGLE AUDIT PROGRAM
Lloyd's Register Quality Assurance, Inc. is an MDSAP authorised auditing organization.

To validate certificate authenticity visit: http://www.lrgausa.com/help-and-support/Request-for-certificate-verification

Lloyd’s Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd’s Register’. Lloyd’s Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lioyd’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.
Issued By: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States

Page 2 of 3



Lloyd’s

Register
Certificate Schedule
Certificate Issue Number: 10155325
Location Activities
100 Abbott Park Road, Abbott Park, IL, 60064, MDSAP 2017
United States Design, Manufacture, Development, Installation,

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

Conway Park, 675 North Field Drive, Lake Forest, IL, MDSAP 2017

60045, United States Oversight of the Quality Management System for
MDSAP Facility Identifier: 079226220-002 the Abbott Diagnostics Division Sites.

K Complex - Distribution Center MDSAP 2017

Route 41 & Mgrtin Luther King Drive, North Chicago, Distribution of In Vitro Diagnostic Products

IL, 60064, United States including Test Kits, Reagents, Accessories and
MDSAP Facility Identifier: 079226220-003 Instruments.

MEDICAL DEVICE SINGLE AUDIT PROGRAM

Lloyd's Register Quality Assurance, Inc. is an MDSAP authorised auditing organization.

To validate certificate authenticity visit: http://www.Irgausa.com/help-and-support/Request-for-certificate-verification

Lloyd’s Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd’s Register’. Lloyd’s Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lioyd’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued By: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States

Page 3 of 3



Lloyd’s
Reqister

Certificate of Approval

This is to certify that the Management System of:

Abbott Laboratories Diagnostics Division

100 Abbott Park Road, Abbott Park, IL, 60064, United States

has been approved by LRQA to the following standards:
ISO 13485:2016

Cliff Muckleroy - Area Operations Manager Americas
Issued by: Lloyd's Register Quality Assurance, Inc.

for and on behalf of: Lloyd's Register Quality Assurance Limited

This certificate is valid only in association with the certificate schedule bearing the same number on which the
locations applicable to this approval are listed.

Current issue date: 13 October 2018 Original approval(s):

Expiry date: 12 October 2021 ISO 13485 — 7 December 2017
Certificate identity number: 10155326

Approval number(s): 1ISO 13485 — 0015680

The scope of this approval is applicable to:
Design, Manufacture, Development, Installation, Service and Support of In Vitro Diagnostic Products including
Test Kits, Reagents, Accessories and Instruments.

&
Y.

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued by: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37

7ES, United Kingdom
Page 1 of 2



Lloyd’s
Register

Certificate Schedule

Certificate identity number: 10155326

Location Activities

100 Abbott Park Road, Abbott Park, IL, 60064, ISO 13485:2016

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

Conway Park, 675 North Field Drive, Lake Forest, ISO 13485:2016

IL, 60045, United States Oversight of the Quality Management System for
the Abbott Diagnostics Division Sites.

K Complex - Distribution Center ISO 13485:2016
Route 41 & Martin Luther King Drive, North Chicago, pistribution of In Vitro Diagnostic Products

IL, 60064, United States including Test Kits, Reagents, Accessories and
Instruments.

o

v

UKAS

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued by: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37
7ES, United Kingdom
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a Abbott

Declaration of Conformity

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

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

the member states.

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

responsibility of the manufacturer.

Signature: (\M\w‘%ﬂ -
N N

Full Name: Barry Simpson

Position: Site Quality Manager

Date of Approval: 1% e, 2012

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

CELL-DYN 26 Plus Control
June 2015

Signature:

Full Name:

Position:
Date of Approval:

Place Issued;

Effective (Date or
Lot Number):

S Sy

Marcy Jaqua

Director, Regulatory Affairs

@W EO/E

Abbott Santa Clara

JUL 06 2015

Declaration of Conformity
(IRIS V6)
Page | of 1
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Declaration of Conformity

Certificate Identification: SC-01H73
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, IL 60064 USA
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
01H73-01 58237 CELL-DYN Sapphire and CELL-DYN Ruby Systems Self-declared
DILUENT/SHEATH
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
Harmonized Standards Listed in the Technical Documentation

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

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

- R - e
Signature: \E@,\‘V {" i P . Signature: AMJA %wu——
A

e : -

=

Full Name: Barry Simpson Full Name: Marcy Jaqua

Position: Site Quality Manager Position: Director, Regulatory Affairs

Date of Approval: l"{ Nwq - L0 Date of Approval: o2 9&1.4@ D/E

“
Date Issued: JUN 30 2015 Place Issued: Abbott Santa Clara
IRIS V2 Effective (Date or

Supersedes: January 10, 2014 Lot Number): JUL 0 6 2015
CELL-DYN Sapphire and CELL-DYN Ruby Systems Declaration of Conformity
DILUENT/SHEATH (IRIS V3)

June 2015 Page 1 of |



a Abbott

Declaration of Conformity

Certificate Identification: SC-99644

Legal Manufacturer’s Name: Abbott Laboratories
Diagnostics Division

Legal Manufacturer’s Address: Abbott Park, 1. 60064 USA

List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
99644-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared
CONCENTRATE
93641-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared
CONCENTRATE
Authorized European ABBOTT
Representative (name and Max-Planck-Ring 2
address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation (name and 4551 Great America Parkway
address) Santa Clara, CA 95054 USA
Harmonized Standards Listed in the Technical Documentation

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

This declaration is made in accordance with Annex I11 of the IVD Directive and is issued under the sole
responsibility of the manufacturer,

Signature: \%W‘«vm Signature: ¢/ 51/1‘:/_ o

) \! \ = ) L7
Full Nanie: Barry Simpson Full Name: Marcy Jaqua
Position: Quality Manager Position: Regulatory Affairs, Director
Date of Approval: O, S_Pt . 2014 Date;of Approval: 0 Sep 2045
)
Date Issued: SEP 0 4 2015 Place Issued: Abbott Santa Clara
3 E ive (Date or Lot
S g RIS V4. Effective (
R January 10,2014 Number): SEP 11 2013
CELL-DYN ENZYMATIC CLEANER CONCENTRATE Declaration of Conformity
September 2015 (IRIS V5)

Page 1 of |



aAhbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

SC-03H80
Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numbers

and Size Code GMDN Code Names and Description of Devices Classification
of Devices
03H80-02 61165 CELL-DYN Ruby, CELL-DYN 3200 Systems Self-declared

CN-FREE HGB/NOC LYSE

Authorized European
Representative
(Name and Address)

ABBOTT
Max-Planck-Ring-2
65205 Wiesbaden, Germany

Storage site of technical
documentation
(Name and Address)

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054

Harmonized Standards

Listed in the Technical Documentation

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

the member states.

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

responsibility of the manufacturer.

Signature: \$\,T‘q\)tg..mﬁ Signature: %(—4474_._\ W
3 Voo

=
Full Name: Barry Simpson Full Name: Marcy Jaqua
Position: Site Quality Manager Position: Director, Regulatory Affairs
Date of Approval: 29 Swa. LOIE  Date of Approval: QJDUM 20/5
Date Issued: JUN 30 2015 Place Issued: Abbott Santa Clara
Supersedes: -]]I:riga:;zm‘ 2014 5281?::5;3;& . JUL 0 6 2015

CELL-DYN Ruby/3200 Systems
CN-FREE HGB/NOC LYSE
June 2015

Declaration of Conformity
(IRIS V3)
Page 1 of |



aﬂbbott

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Declaration of Conformity

SC-08HS52

Abbott Laboratories

Diagnostics Division

Abbott Park, IL 60064 USA

Representative

(Name and Address)

List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
08H52-01 61165 CELL-DYN Ruby, CELL-DYN 3200 Systems Self-declared
WBC LYSE
Authorized European ABBOTT

Max-Planck-Ring-2
65205 Wiesbaden, Germany

documentation

Storage site of technical

(Name and Address)

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054

Harmonized Standards

Listed in the Technical Documentation

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

the member states.

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

Signature;

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

Barry Simpson

Site Quality Manager

29 Tun, 2015

JUN 3 0 2015

IRIS V2,
January 10, 2014

S
~ \W\‘f\?\'{ﬁi”___ ___ Signature:
\

Full Name:

Position:
Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

CELL-DYN Ruby and CELL-DYN 3200 System Reagent

WBC LYSE
June 2015

Cﬁwf—a Ty

Marcy Jaqua

Director, Regulatory Affairs
L/QOW 22/8
Abbott Santa Clara

JUL 06 2015

Declaration of Conformity
(IRIS V3)
Page 1 of |
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ZERTIFIKAT & CERTIFICATE o

** ‘A’%\(* Benannt durch/Designated b

-

Zentralstelle der Lander

* *
e g% * fiir Gesundheitsschutz
é *

—— bei Arzneimitteln und
‘}A\? Medizinprodukten

Ko * #** 7LG-BS-245.10.07

www.zlg.de

Product Service

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 010051 0103 Rev. 13

Manufacturer: Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY

Product Category(ies): Products for determination of infection markers

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device families in accordance with IVDD Annex IV. This
quality assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. 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:\VV1 010051
0103 Rev. 13

Report no.: 713237273-04_SCN
Valid from: 2022-05-10
Valid until: 2025-05-26

Date, 2022-05-10 c
'@’L\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 10
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

** *i\(* Benannt durch/Designated by

Zentralstelle der Lander

‘!Jf-L V’:{ fur Gesundheitsschutz
e — bei Arzneimitteln und
7/\\7 * Medizinprodukten

Ko * #** 7LG-BS-245.10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

www.zlg.de

Product Service

No. V1 010051 0103 Rev. 13

Model(s): Products for the determination of
infection markers for HIV, Hepatitis B,
Hepatitis C, HTLV, toxoplasmosis

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

The products detailed below are covered under the scope of this certificate:

Annex Il List A Products

Product Name REF N°
ABBOTT PRISM HIV O Plus Assay Kit 3D34-48
ABBOTT PRISM HBsAg Assay Kit 3A47-48
ABBOTT PRISM HCV Assay Kit 6A52-48
ABBOTT PRISM HTLV-I/HTLV-II Assay Kit 6A53-48
ABBOTT PRISM Positive Run Control Kit 5E22-11
ABBOTT PRISM Run Control Kit 5E22-10
ABBOTT PRISM HBcore Assay Kit 1A77-48
ABBOTT PRISM HBsAg Confirmatory Assay Kit 6D16-48
ABBOTT PRISM HIV Ag/Ab Combo Assay Kit 7G46-48
ABBOTT PRISM Run Control Kit 2K24-10
ABBOTT PRISM Positive Run Control Kit 2K24-11
ARCHITECT Anti-HCV Reagent Kit 6C37-22
ARCHITECT Anti-HCV Reagent Kit 6C37-27
ARCHITECT Anti-HCV Reagent Kit 6C37-32
ARCHITECT Anti-HCV Reagent Kit 6C37-37
ARCHITECT Anti-HCV Calibrator 6C37-01
ARCHITECT Anti-HCV Controls 6C37-10
ARCHITECT Anti-HCV Reagent Kit 6C37-28
ARCHITECT Anti-HCV Reagent Kit 6C37-33
ARCHITECT Anti-HCV Reagent Kit 6C37-38
ARCHITECT Anti-HCV Calibrator 6C37-02
ARCHITECT Anti-HCV Controls 6C37-15
ARCHITECT Anti-HBc IgM Reagent Kit 6C33-22
ARCHITECT Anti-HBc IgM Reagent Kit 6C33-27
ARCHITECT Anti-HBc IgM Calibrators 6C33-02
ARCHITECT Anti-HBc IgM Controls 6C33-11
ARCHITECT Anti-HBe Reagent Kit 6C34-20
ARCHITECT Anti-HBe Reagent Kit 6C34-25
ARCHITECT Anti-HBe Reagent Kit 6C34-35
ARCHITECT Anti-HBe Calibrator 6C34-01
ARCHITECT Anti-HBe Controls 6C34-10
Page 2 of 10

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

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



** **‘A’ Benannt durch/Designated by

Zentralstelle der Lander

f!Lé i fur Gesundheitsschutz

bei Arzneimitteln und

www.zlg.de

Medizinprodukten

Ko e *% 71G-BS-245.10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

Product Service

No. V1 010051 0103 Rev. 13

Annex Il List A Products
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Product Name REF N°
ARCHITECT HBeAg Reagent Kit 6C32-20
ARCHITECT HBeAg Reagent Kit 6C32-25
ARCHITECT HBeAg Reagent Kit 6C32-27
ARCHITECT HBeAg Reagent Kit 6C32-37
ARCHITECT HBeAg Calibrators 6C32-01
ARCHITECT HBeAg Quantitative Calibrators 7P24-01
ARCHITECT HBeAg Controls 6C32-10
ARCHITECT HBeAg Quantitative Controls 7P24-10
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4J27-22
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4J27-27
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4J27-32
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4J27-37
ARCHITECT HIV Ag/Ab Combo Calibrator 4J27-03
ARCHITECT HIV Ag/Ab Combo Controls 4J27-12
ARCHITECT rHTLV I/ll Reagent Kit 6L61-25
ARCHITECT rHTLV I/l Reagent Kit 6L61-30
ARCHITECT rHTLV I/l Reagent Kit 6L61-35
ARCHITECT rHTLV I/1l Calibrator 6L61-01
(15| ARCHITECT rHTLV I/ll Controls 6L61-10

S ARCHITECT Anti-HBc Il Reagent Kit 8L44-25

’“'g ARCHITECT Anti-HBc Il Reagent Kit 8L44-30

T ARCHITECT Anti-HBc Il Reagent Kit 8L44-35
ARCHITECT Anti-HBc Il Calibrator 8L44-01

‘ ARCHITECT Anti-HBc Il Controls 8L44-10

L ARCHITECT HCV Ag Controls 6L47-11

= ARCHITECT HCV Ag Controls 6L47-19

<L ARCHITECT HCV Ag Calibrators 6L47-02

(&) ARCHITECT HCV Ag Calibrators 6L47-09

E ARCHITECT HCV Ag Reagent Kit 6L47-29

— ARCHITECT HCV Ag Reagent Kit 6L47-74
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** ‘A’%* Benannt durch/Designated by

Zentralstelle der Lander

= {%%é e Somrets 3
Medizinprodukten
ot Xk g #X  ZLG-BS-245.10.07
t Product Service
h ] ]
=8 EC Certificate
cl': Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
* (List A and B and devices for self-testing)
g No. V1 010051 0103 Rev. 13
g Annex Il List A Products
— Product Name REF N°
bl
= Alinity i Anti-HBe Reagent Kit 07P6322
oc Alinity i Anti-HBe Reagent Kit 07P6332
LLt Alinity i Anti-HBe Calibrator 07P6301
L Alinity i Anti-HBe Controls 07P6310
‘ Alinity i HIV Ag/Ab Combo Reagent Kit 08P0722
Alinity i HIV Ag/Ab Combo Reagent Kit 08P0732
o Alinity i HIV Ag/Ab Combo Calibrator 08P0701
< Alinity i HIV Ag/Ab Combo Controls 08P0O710
xz Alinity i Anti-HCV Reagent Kit 08P0622
= Alinity i Anti-HCV Reagent Kit 08P0632
-e- Alinity i Anti-HCV Calibrator 08P0601
s Alinity i Anti-HCV Controls 08P0610
| Alinity i Anti-HCV Reagent Kit 08P0623
a. Alinity i Anti-HCV Reagent Kit 08P0633
(W N Alinity i Anti-HCV Calibrator 08P0602
= Alinity i Anti-HCV Controls 08P0611
‘ Alinity i Anti-HBc IgM Reagent Kit 07P8622
Alinity i Anti-HBc IgM Calibrators 07P8601
'HH'IHI Alinity i Anti-HBc IgM Controls 07P8610
o Alinity i Anti-HBc Il Reagent Kit 07P8722
Al Alinity i Anti-HBc Il Reagent Kit 07P8732
f,’),(lné Alinity i Anti-HBc Il Calibrator 07P8701
"I’E: Alinity i Anti-HBc Il Controls 07P8710
Alinity i HCV Ag Reagent Kit 09P2322
‘ Alinity i HCV Ag Controls 09P2310
Alinity i HCV Ag Calibrators 09P2301
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N

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




** ‘A’%* Benannt durch/Designated by

Zentralstelle der Lander

- R
*‘* i Medizinprodukten §
o * e ZLG-BS-245.10.07
Ll Product Service
h ] ]
=8 EC Certificate
cl': Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
* (List A and B and devices for self-testing)
=8 No. V1010051 0103 Rev. 13
<<
(X Annex Il List A Products
— Product Name REF N°
Ll
= Alinity i rHTLV-I/Il Reagent Kit 07P6122
oc Alinity i rHTLV-I/Il Reagent Kit 07P6132
LLt Alinity i rHTLV-I/Il Calibrator 07P6101
) Alinity i rtHTLV-I/Il Controls 07P6110
‘ Alinity i HBeAg Reagent Kit 07P6422
Alinity i HBeAg Reagent Kit 07P6432
o Alinity i HBeAg Calibrators 07P6401
< Alinity i HBeAg Controls 07P6410
xz Alinity i HBeAg Quantitative Calibrators 09P1001
= Alinity i HBeAg Quantitative Controls 09P1010
= Alinity s Anti-HBc Reagent Kit 06P0655
s Alinity s Anti-HBc Calibrator Kit 06P0602
[ Alinity s Anti-HBc Assay Control Kit 06P0610
a. Alinity s Anti-HBc Release Control Kit 06P0612
(W N Alinity s HIV Ag/Ab Combo Reagent Kit 06P0155
= Alinity s HIV Ag/Ab Combo Calibrator Kit 06P0102
‘ Alinity s HIV Ag/Ab Combo Assay Control Kit 06P0110
Alinity s HIV Ag/Ab Combo Release Control Kit 06P0112
'HH'IHI Alinity s HIV Ag/Ab Combo Reagent Kit 06P0160
oy Alinity s HIV Ag/Ab Combo Calibrator Kit 06P0103
Al Alinity s HIV Ag/Ab Combo Assay Control Kit 06P0120
f,’),(lné Alinity s HIV Ag/Ab Combo Release Control Kit 06P0124
D
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** ‘A’%* Benannt durch/Designated by

Zentralstelle der Lander

= {%%é’i i Sesndresciu 3
Medizinprodukten
ot Xk g #X  ZLG-BS-245.10.07
t Product Service
h ] ]
=8 EC Certificate
cl': Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
* (List A and B and devices for self-testing)
g No. V1 010051 0103 Rev. 13
g Annex Il List A Products
— Product Name REF N°
bl
|: Alinity s Anti-HCV Reagent Kit 06P0455
oc Alinity s Anti-HCV Calibrator Kit 06P0402
LLl Alinity s Anti-HCV Assay Control Kit 06P0410
[ Alinity s Anti-HCV Release Control Kit 06P0412
‘ Alinity s Anti-HCV Reagent Kit 06P0477
Alinity s Anti-HCV Calibrator Kit 06P0409
f= Alinity s Anti-HCV Assay Control Kit 06P0419
< Alinity s Anti-HCV Release Control Kit 06P0418
xz Alinity s Anti-HCV Reagent Kit 06P0460
= Alinity s Anti-HCV Calibrator Kit 06P0403
-e- Alinity s Anti-HCV Assay Control Kit 06P0420
< Alinity s Anti-HCV Release Control Kit 06P0424
— Alinity s Anti-HCV |l Reagent Kit 04W5655
(= Alinity s Anti-HCV |l Reagent Kit 04W5656
LLl Alinity s Anti-HCV Il Calibrator Kit 04W5602
(] Alinity s Anti-HCV Il Assay Control Kit 04W5610
Alinity s Anti-HCV Il Release Control Kit 04W5612
‘ Alinity s HTLV I/ll Reagent Kit 06P0755
HH'"H Alinity s HTLV I/1l Calibrator Kit 06P0702
o Alinity s HTLV I/ll Assay Control Kit 06P0710
2 Alinity s HTLV I/ll Release Control Kit 06P0712
oy Alinity s HIV Ag/Ab Combo Reagent Kit 06P0177
Alinity s HIV Ag/Ab Combo Calibrator Kit 06P0109
Alinity s HIV Ag/Ab Combo Assay Control Kit 06P0119
‘ Alinity s HIV Ag/Ab Combo Release Control Kit 06P0118
Ll
f—
<
(&)
Ll
=
e
L
(<)
L 4
[
<L
aZ
Ll
-
o Page 6 of 10
LLl TUV SUD Product Service GmbH is Notified Body with identification no. 0123
N

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




** ‘A’%* Benannt durch/Designated by

Zentralstelle der Lander
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Ll Product Service
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=8 EC Certificate
cl': Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
* (List A and B and devices for self-testing)
=8 No. V1010051 0103 Rev. 13
<<
w Annex Il List A Products for ARCHITECT Plattform
— Product Name REF N°
bl
= Anti-HCV Reagent Kit 6C37-74
oc Anti-HCV Reagent Kit 6C37-77
LLt Anti-HCV Reagent Kit 6C37-78
o Anti-HCV Calibrator 6C37-09
‘ Anti-HCV Controls 6C37-19
Anti-HBc IgM Reagent Kit 6C33-74
o Anti-HBc IgM Reagent Kit 6C33-75
< Anti-HBc IgM Calibrators 6C33-09
xz Anti-HBc IgM Controls 6C33-19
= Anti-HBe Reagent Kit 6C34-74
= Anti-HBe Reagent Kit 6C34-77
s Anti-HBe Calibrator 6C34-09
[ Anti-HBe Controls 6C34-19
o, HBeAg Reagent Kit 6C32-74
(W N HBeAg Reagent Kit 6C32-77
= HBeAg Calibrators 6C32-09
‘ HBeAg Quantitative Calibrators 7P24-09
HBeAg Controls 6C32-19
'HH'IHI HBeAg Quantitative Controls 7P24-19
o HIV Ag/Ab Combo Reagent Kit 4J27-74
Al HIV Ag/Ab Combo Reagent Kit 4427-77
w0 HIV Ag/Ab Combo Reagent Kit 4J27-78
m—’ai HIV Ag/Ab Combo Reagent Kit 4J27-84
HIV Ag/Ab Combo Reagent Kit 4J27-87
‘ HIV Ag/Ab Combo Reagent Kit 4J27-89
HIV Ag/Ab Combo Calibrator 4J27-09
Lt HIV Ag/Ab Combo Controls 4J27-19
: HIV Ag/Ab Combo Controls 4427-17
X Anti-HBc Il Reagent Kit 8L44-74
— Anti-HBc Il Reagent Kit 8L44-77
E Anti-HBc Il Reagent Kit 8L44-78
| = Anti-HBc Il Calibrator 8L44-09
oc Anti-HBc Il Controls 8L44-19
L
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** ‘A’%* Benannt durch/Designated by

Zentralstelle der Lander

- R
*‘* i Medizinprodukten §
o * e ZLG-BS-245.10.07
Ll Product Service
h ] ]
=8 EC Certificate
cl': Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
* (List A and B and devices for self-testing)
=8 No. V1010051 0103 Rev. 13
<<
w Annex Il List A Products for Alinity i Plattform
— Product Name REF N°
bl
= Anti-HBe Reagent Kit 07P6374
oc Anti-HBe Reagent Kit 07P6377
LLt Anti-HBe Calibrator 07P6309
& Anti-HBe Controls 07P6319
‘ HIV Ag/Ab Combo Reagent Kit 08P0774
HIV Ag/Ab Combo Reagent Kit 08PQ777
o HIV Ag/Ab Combo Reagent Kit 08P0784
< HIV Ag/Ab Combo Reagent Kit 08P0787
xz HIV Ag/Ab Combo Calibrator 08P0709
= HIV Ag/Ab Combo Controls 08P0719
= HIV Ag/Ab Combo Controls 08P0717
s Anti-HCV Reagent Kit 08P0674
[ Anti-HCV Reagent Kit 08P0677
o, Anti-HCV Calibrator 08P0609
(W N Anti-HCV Controls 08P0619
= Anti-HBc Il Reagent Kit 07P8774
‘ Anti-HBc Il Reagent Kit 07P8777
Anti-HBc Il Calibrator 07P8709
'HH'IHI Anti-HBc Il Controls 07P8719
o Anti-HBc IgM Reagent Kit 07P8674
Al Anti-HBc IgM Calibrators 07P8609
w0 Anti-HBG IgM Controls 07P8619
mf&’ HBeAg Reagent Kit 07P6474
HBeAg Reagent Kit 07P6477
‘ HBeAg Calibrators 07P6409
HBeAg Controls 07P6419
Lt HBeAg Quantitative Calibrators 09P1009
: HBeAg Quantitative Controls 09P1019
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** ‘A”%* Benannt durch/Designated by

Zentralstelle der Lander

= {%%é e Somrets 3
Medizinprodukten
ot Xk g #X  ZLG-BS-245.10.07
t Product Service
= . gom
=8 EC Certificate
cl': Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
* (List A and B and devices for self-testing)
g No. V1 010051 0103 Rev. 13
g Annex Il List B Products
— Product Name REF N°
bl
= ARCHITECT Toxo IgG Reagent Kit 6C19-25
oc ARCHITECT Toxo IgG Reagent Kit 6C19-35
LLt ARCHITECT Toxo IgG Calibrators 6C19-01
& ARCHITECT Toxo IgG Controls 6C19-10
‘ ARCHITECT Toxo IgG Avidity Reagent Kit 6L37-25
ARCHITECT Toxo IgG Avidity Calibrator & Controls 6L37-11
o ARCHITECT Toxo IgM Reagent Kit 6C20-25
< ARCHITECT Toxo IgM Reagent Kit 6C20-35
xz ARCHITECT Toxo IgM Calibrator 6C20-01
= ARCHITECT Toxo IgM Controls 6C20-10
-e- Alinity i Toxo IgG Reagent Kit 07P4522
s Alinity i Toxo IgG Reagent Kit 07P4532
[ Alinity i Toxo IgG Calibrators 07P4501
a. Alinity i Toxo IgG Controls 07P4510
LLl Alinity i Toxo IgM Reagent Kit 07P4722
= Alinity i Toxo IgM Reagent Kit 07P4732
‘ Alinity i Toxo IgM Calibrator 07P4701
Alinity i Toxo IgM Controls 07P4710
'HH'IHI Alinity i Toxo 1gG Avidity Reagent Kit 07P4622
o Alinity i Toxo IgG Avidity Controls 07P4610
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o
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** ‘A”%* Benannt durch/Designated by

Zentralstelle der Lander

j!Lé *7/% fur Gesundheitsschutz

bei Arzneimitteln und

www.zlg.de

Medizinprodukten

Ko e *% 71G-BS-245.10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

Product Service

No. V1 010051 0103 Rev. 13

Annex |l List B Products for ARCHITECT Plattform

Product Name REF N°

Toxo IgG Calibrators 6C19-09
Toxo IgG Controls 6C19-19
Toxo IgG Reagent Kit 6C19-74
Toxo IgG Reagent Kit 6C19-77
Toxo IgM Calibrators 6C20-09
Toxo IgM Controls 6C20-19
Toxo IgM Reagent Kit 6C20-74
Toxo IgM Reagent Kit 6C20-77
Toxo IgG Avidity Reagent Kit 6L37-74

Annex Il List B Products for Alinity i Plattform
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Product Name REF N°
Toxo IgG Calibrators 07P4509
Toxo IgG Controls 07P4519
Toxo IgG Reagent Kit 07P4574
Toxo IgG Reagent Kit 07P4577
Toxo IgM Calibrators 07P4709
w0 Toxo IgM Controls 07P4719
i‘,’(l:l:{ Toxo IgM Reagent Kit 07P4774
il Toxo IgM Reagent Kit 07P4777
i Toxo IgG Avidity Reagent Kit 07P4674

Page 10 of 10
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| Abbott

[l

Declaration of Conformity

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

DoC-2K45-SD DELK TPM
Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

;::: gslr:lneb:;sl)?\:?ces gﬁ?N Names and Description of Devices Classification
2K45-24 54588 ARCHITECT CA 125 II Reagent Kit Self-declared
2K45-29 54588 ARCHITECT CA 125 II Reagent Kit Self-declared
2K45-39 54588 ARCHITECT CA 125 II Reagent Kit Self-declared
2K45-02 38231 ARCHITECT CA 125 1I Calibrators Self-declared
2K45-11 38230 ARCHITECT CA 125 1I Controls Self-declared

Authorized European
Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

Fujirebio Diagnostics, Inc., 201 Great Valley Parkway, Malvern, Pennsylvania

19355, USA.

Harmonized Standards

Listed in the Technical Documentation

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

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

responsibility of the manufacturer.

Signature: i /j P _\f‘”k

¥ Signature:
Full Name: Dr. Jorg Amborn Full Name:
Position: Director Quality Assurance Position:
Date of Approval: C2L0-0( - 1% Date of Approval:
Date Issued:

Place Issued:

Supersedes:

Effective (Date or
Lot Number):

"
]

Am anu (,,[, «/i—

gusanne Ulrich

Senior Manager Regulatory Affairs

;Z!/ [T //c Ze

L , -
/% //{;(/'V—' r-”:c/C:’/
rd

65205 Wiesbaden, Germany

12-May-2017

7% /gy~ Ze2e
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ZERTIFIKAT & CERTIFICATE o

** *i\(* Benannt durch/Designated b

-

Zentralstelle der Lander

* *
e g% * fiir Gesundheitsschutz
é *

—— bei Arzneimitteln und
* Medizinprodukten

Ko * #** 7LG-BS-245.10.07

www.zlg.de

Product Service

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 001922 0008 Rev. 04

Manufacturer: Abbott Ireland Diagnostics Division
Finisklin Business Park
Sligo
IRELAND

Product Category(ies): Products for determination of infection markers
and tumour markers

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device families in accordance with IVDD Annex IV. This
quality assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. 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?q=cert:V1 001922
0008 Rev. 04

Report no.: 713252089 / 713251178-02
Valid from: 2022-05-02
Valid until: 2025-05-26

Date, 2022-05-02 c
'@IL\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 6
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
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ZERTIFIKAT & CERTIFICATE o

** ‘A’%\(* Benannt durch/Designated b

-

Zentralstelle der Lander

* *
e g% * fiir Gesundheitsschutz
é *

—— bei Arzneimitteln und
‘}A\? Medizinprodukten

Ko * #** 7LG-BS-245.10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

www.zlg.de

No. V1 001922 0008 Rev. 04

Model(s): Products for the determination
of infection markers for Hepatitis B,
cytomegalovirus, rubella and tumour
marker PSA

Fac“ity(ies): Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, IRELAND

The products detailed below are covered under the scope of this certificate:

Annex |l List A Products

Product Name REF N°
ARCHITECT HBsAg Qualitative Il Calibrators 2G22-01
ARCHITECT HBsAg Qualitative II Reagent Kit 2G22-25
ARCHITECT HBsAg Qualitative || Reagent Kit 2G22-30
ARCHITECT HBsAg Qualitative Il Confirmatory Reagent Kit 2G23-25
ARCHITECT HBsAg Calibrators 3M61-02
ARCHITECT HBsAg Controls 6C36-10
ARCHITECT HBsAg Reagent Kit 6C36-29
ARCHITECT HBsAg Reagent Kit 6C36-34
ARCHITECT HBsAg Reagent Kit 6C36-35
ARCHITECT HBsAg Reagent Kit 6C36-43
ARCHITECT HBsAg Reagent Kit 6C36-44
ARCHITECT Anti-HBs Calibrators 7C18-01
ARCHITECT Anti-HBs Calibrators 7C18-03
ARCHITECT Anti-HBs Controls 7C18-10
ARCHITECT Anti-HBs Controls 7C18-13
ARCHITECT Anti-HBs Reagent Kit 7C18-20
ARCHITECT Anti-HBs Reagent Kit 7C18-25
Page 2 of 6
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Zentralstelle der Lander

f!Lé i fur Gesundheitsschutz

bei Arzneimitteln und
Medizinprodukten

Ko e *% 71G-BS-245.10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

www.zlg.de

Product Service

No. V1 001922 0008 Rev. 04

Annex |l List A Products
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Product Name REF N°
ARCHITECT Anti-HBs Reagent Kit 7C18-27
ARCHITECT Anti-HBs Reagent Kit 7C18-28
ARCHITECT Anti-HBs Reagent Kit 7C18-30
ARCHITECT Anti-HBs Reagent Kit 7C18-34
ARCHITECT Anti-HBs Reagent Kit 7C18-37
ARCHITECT Anti-HBs Reagent kit 7C18-38
ARCHITECT HBsAg Confirmatory V.1 Calibrators 9C94-01
ARCHITECT HBsAg Confirmatory V.1 Controls 9C9%4-10
ARCHITECT HBsAg Confirmatory V.1 Reagent Kit 9C94-25
ARCHITECT HBsAg Qualitative | Reagent Kit 2G22-35
ARCHITECT Anti-HBs Reagent Kit 7C18-29
ARCHITECT Anti-HBs Reagent Kit 7C18-41
ARCHITECT Anti-HBs Reagent Kit 7C18-39
ARCHITECT Anti-HBs Reagent Kit 7C18-42
ARCHITECT Anti-HBs Reagent Kit 7C18-33
Alinity i HBsAg Calibrators 08P0801
Alinity i HBsAg Controls 08P0810
Alinity i HBsAg Reagent Kit 08P0852
Alinity i HBsAg Confirmatory V.1 Calibrators 08P0901
n Alinity i HBsAg Confirmatory V.1 Controls 08P0910
AN Alinity i HBsAg Confirmatory V.1 Reagent Kit 08P0922
?I(Fé Alinity i HBsAg Qualitative Il Calibrators 08P1001
by Alinity i HBsAg Qualitative 1l Controls 08P1010
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Ko * #** 7LG-BS-245.10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

www.zlg.de

Product Service

No. V1 001922 0008 Rev. 04

Annex |l List A Products
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Product Name REF N°
Alinity i HBsAg Qualitative 11 Reagent Kit 08P1022
Alinity i HBsAg Qualitative Il Confirmatory Reagent Kit 08P1122
Alinity i Anti-HBs Reagent Kit 07P8922
Alinity i Anti-HBs Controls 07P8910
Alinity i Anti-HBs Calibrators 07P8901
Alinity i Anti-HBs Reagent Kit 07P8952
Alinity s HBsAg Reagent Kit 06P0255
Alinity s HBsAg Reagent Kit 06P0260
Alinity s HBsAg Confirmatory Reagent Kit 06P0357
Alinity s HBsAg Confirmatory Reagent Kit 06P0359
Alinity s HBsAg Calibrator Kit 06P0202
Alinity s HBSAg Calibrator Kit 06P0204
Alinity s HBsAg Assay Control Kit 06P0210
Alinity s HBsAg Assay Control Kit 06P0213
Alinity s HBsAg Release Control Kit 06P0212
Alinity s HBsAg Release Control Kit 06P0215
ARCHITECT HBsAg Qualitative Il Controls 2G22-10
Alinity i HBsAg Qualitative 1l Reagent Kit 08P1032
Alinity i HBsAg Reagent Kit 08P0832
Alinity i HBsAg Reagent Kit 08P0822

! Alinity i HBsAg Reagent Kit 08P0857

o Alinity i Anti-HBs Reagent Kit 07P8932

il Alinity i Anti-HBs Reagent Kit 07P8957

I Alinity i HBsAg Next Qualitative Calibrators 01R6401
Alinity i HBsAg Next Qualitative Controls 01R6410

L 2 Alinity i HBsAg Next Qualitative Reagent Kit 01R6422
Alinity i HBsAg Next Qualitative Reagent Kit 01R6432

Ll Alinity i HBsAg Next Confirmatory Reagent Kit 01R6522

: ARCHITECT HBsAg Next Qualitative Reagent Kit 4P76-25
ARCHITECT HBsAg Next Qualitative Reagent Kit 4P76-30

2 ARCHITECT HBsAg Next Qualitative Reagent Kit 4P76-35

Ll ARCHITECT HBsAg Next Confirmatory Reagent Kit 4P77-25

— ARCHITECT HBsAg Next Qualitative Calibrators 4P76-01

E ARCHITECT HBsAg Next Qualitative Controls 4P76-10
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ZERTIFIKAT & CERTIFICATE o

** **‘A’ Benannt durch/Designated b

-

Zentralstelle der Lander

f!Lé i fur Gesundheitsschutz

bei Arzneimitteln und
Medizinprodukten

Ko e *% 71G-BS-245.10.07

EC Certificate

Full Quality Assurance System

www.zlg.de

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)

(List A and B and devices for self-testing)

No. V1 001922 0008 Rev. 04

Annex |l List B Products

Product Name

ARCHITECT Rubella IgM Reagent Kit
ARCHITECT Rubella IgM Calibrator
ARCHITECT Rubella IgM Controls
ARCHITECT Rubella IgM Controls
ARCHITECT Rubella IgG Reagent Kit
ARCHITECT Rubella IgG Calibrators
ARCHITECT Rubella IgG Controls
ARCHITECT Free PSA Reagent Kit
ARCHITECT Free PSA Calibrators
ARCHITECT Free PSA Controls
ARCHITECT Total PSA Reagent Kit
ARCHITECT Total PSA Calibrators
ARCHITECT Total PSA Controls
ARCHITECT CMV IgG Avidity Reagent Kit
ARCHITECT CMV IgG Avidity Calibrator and Controls
ARCHITECT CMV IgG Reagent Kit
ARCHITECT CMV IgG Calibrators
ARCHITECT CMV IgG Controls
ARCHITECT CMV IgM Reagent Kit
ARCHITECT CMV IgM Calibrator
ARCHITECT CMV IgM Controls
Alinity i CMV IgG Reagent Kit

Alinity i CMV IgG Calibrators

Page 5 of 6

REF N°

6C18-25
6C18-01
6C18-10
6C18-13
6C17-26/36
6C17-03
6C17-13
7K71-20/25
7K71-01
7K71-10
7K70-20/25/30/35
7K70-01
7K70-10
3L46-25
3L46-11
6C15-20/25/30
6C15-01
6C15-10
6C16-20/25/30
6C16-01
6C16-10
07P4222 / 07P4232
07P4201

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
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ZERTIFIKAT & CERTIFICATE o

** **‘A’ Benannt durch/Designated b

-

Zentralstelle der Lander

f!Lé i fur Gesundheitsschutz

bei Arzneimitteln und
Medizinprodukten

Ko e *% 71G-BS-245.10.07

EC Certificate

Full Quality Assurance System

www.zlg.de

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)

(List A and B and devices for self-testing)

No. V1 001922 0008 Rev. 04

Annex |l List B Products

Product Name

Alinity i CMV IgG Controls

Alinity i CMV IgM Reagent Kit

Alinity i CMV IgM Calibrator

Alinity i CMV IgM Controls

Alinity i Rubella IgG Reagent Kit

Alinity i Rubella IgG Calibrators

Alinity i Rubella IgG Controls

Alinity i Rubella IgM Reagent Kit

Alinity i Rubella IgM Calibrator

Alinity i Rubella IgM Controls

Alinity i Rubella IgM Controls

Alinity i CMV IgG Avidity Reagent Kit
Alinity i CMV IgG Avidity Controls

Alinity s CMV IgG Qualitative Reagent Kit
Alinity s CMV IgG Qualitative Calibrator Kit
Alinity s CMV IgG Qualitative Assay Control Kit
Alinity s CMV IgG Qualitative Release Control Kit
Alinity i Free PSA Reagent Kit

Alinity i Free PSA Calibrators

Alinity i Free PSA Controls

Alinity i Total PSA Reagent Kit

Alinity i Total PSA Calibrators

Alinity i Total PSA Controls

Page 6 of 6

REF N°

07P4210
07P4422 | 07P4432
07P4401
07P4410
08P4622 / 08P4632
08P4601
08P4610
08P4722 / 08P4732
08P4701
08P4710
08P4713
07P4322
07P4310
06P1045
06P1002
06P1010
06P1012
07P9320 / 07P9330
07P9301
07P9310
07P9220 / 07P9230
07P9201
07P9210
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TECHNOPATH

CLINICAL DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer
Techno-path Manufacturing Ltd.
Fort Henry Business Park,

Ballina,
Co. Tipperary,
Ireland
Product(s):
Product Name Category Catalogue Number
Multichem IA Plus Assayed/tri-level 05P76-10
GMDN: 47869
Classification: Annex Il List B
Conformity Route: Annex IV
Quality Management System: EN 1SO 13485:2016
QMS/CE Certification No.: V11038520001
Issued By: TOV sUD, RidlerstraRe 65, 80339 Munich,
Germany
Expiry Date: 26 May 2024
Notified Body Number: 0123

Standards Applied: See attached list of standards for which documented evidence of
compliance can be provided.

Techno-path Manufacturing Ltd. hereby declares that the product(s) specified
above comply with the requirements listed in European Union In-vitro Diagnostic
Medical Device Directive 98/79/EC.

I am fully responsible for all the information provided in this declaration. This
declaration of conformity is valid from_3| (Day) Gi (Month) 2¢  (Year)

Signed for and on behalf of Techno-path Manufacturing Ltd.,

E it' (5P Ballina, Co.Tipperary 3{ -0(-&
Bernd Hass, Place and Date of Issue
VP of Quality and Regulatory Affairs
Techno-path Manufacturing Ltd.

DCO07 Rev 12 Issue Date: 31%' Jan 2020



TECHNOPATH

CLINICAL DIAGNOSTICS

STANDARDS USED IN FULL OR PART FOR CE MARKING AS PER IVDD 98/79/EC

Standard

Title

EN 1SO015223-1:2016

Symbols to be used with medical device labels, labelling
and information to be supplied.

EN 1SO13485:2016

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN 13612:2002 + AC:2002

Performance evaluation of in vitro diagnostic medical
devices

EN 13641:2002

Elimination or reduction of risk of infection related to in
vitro diagnostic reagents

EN 13975:2003

Sampling procedures used for acceptance testing of in in
vitro diagnostic medical devices — statistical aspects

EN ISO 14971:2012

Medical devices — Application of risk management to
medical devices

ENISO 18113-1:2011

In vitro diagnostic medical devices — Information supplied
by the manufacturer (labelling) — Part 1: Terms, definitions
and general requirements

EN ISO 18113-2:2011

In vitro diagnostic medical devices — Information supplied
by the manufacturer (labelling) — Part 2: In vitro diagnostic
reagents for professional use

EN 23640:2015

In vitro diagnostic medical devices - Evaluation of stability
of in vitro diagnostic reagents

SOR/98-282, May 7, 1998

Canada Medical Device Regulations

DC0O07

Rev 12

Issue Date: 31% Jan 2020






EN EU Declaration of Con Basic UDI-DI Basic UDX-DI Name
BG EC JEEJIAPAITMS 3A CHLOTBETCTBHE Bason 1'DI-DI Hanmenosaune Ha 6asos UDI-DI
CS | EUPROHLASENI O SHODE Zikladni UDI-DI  Nizev zikladniho UDI-DI
DA | EU-OVERENSSTEMMELSESERKL ERING Grundlzpgende UDI-DI__ | Grundisggende UDI-Di-navn
DE ELLKONFORMITATSERKLARUNG Basis-1/DI-DI Basis-UDI-DI Name
EL AHAQEH TYMMOPOQIHE EE Buows UDI-DI Ovopagin faowon UDI-DI
ES DECLARACION UE DE CONFORMIDAD UDI-DI Basico Nombre UDI-DI Bésico
ET ELi vastavusdeklaratsioon | Pohi-UDI-DI Pohi-UDI-DI nimi
FR Déclaration de conformité UE IUD-ID de base Nom JUD-ID de base
HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI_ Naziv osnovnoeg UDI-DI
HU EU-MEGFELELOSEGI NYILATKOZAT Alapvetd UDI-DI Alapveti UDI-DI neve
T Dichiarazivne di conformita UE UDI-DI di base Nome L'DI-DI di base
LY ES athilstibas deklariicija Pamata UDI-DI Pamata UDI-DI nosaukums
LT ES ATITIKTIES DEKLARACIA Bazinis UDI-DI Bazinio UDI-DI pavadini
NO | EU-semsvarserklering Grunnleggends UDI-DI Grunnleggende UDE-Di-navn
PL DEKLARACIA ZGODNOSCI UE | Kod Basic UDI-DI Nazwa kodu Basic 1'DI-D1
PT DECLARACAD UE DE CONFORMIDADE | UDI-DI bésico - Nome U'DI-DI Basico
RO _| Declarafia de Conformitate UE | UDI-DI de baza Nume UDI-DI de baza
SK EU VYHLASENIE O ZHODE [ Zakladny UDI-DI Nizov zikladného UDI-D1
SV__| EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundlaggande UDI-DI Namn pé grundliggande UDI-DI
TR__| AB Uygunluk Bevani | Temel UDI-DI Temel UDL-DI fsmi
EN | RiskClass , | List Number and Size Code Product and Trade Name ]
BG Knac ciiopen prcxa | KaTamken BOMEP H K0J1 Ha paiMepa HMe Ha po/IyETa U ThPIOBCKO HakMeHoBatHe |
cs Rizikova tiida | Katalogové &islo a koncové dvojéisli uréujict Nazev produktu a obchodni nizev
| velikost souprasy - -
DA | Risikoklasse | Bestillingsnummer og storrelseskode Produkt- og varemarkenavn
DE _ | Risikoklasse Bestellnummer und Groencode Produki- und Handelsname )
EL Koupyopin siviivou Koduo: Tpoioyio; ku Kedd: Tvoxsvuaius | ITpaiav ke Epropiu) Ovopuoin B
ES Clase de riesgo | Numero de referencia v codigo de tamaiio | Producto y marca comercial
ET Riskiklass | Katalooginumber ja suurusekood | Toote nimetus ja kanbanimi
FR | Classe de risque | Référence Nom de produit ct de marque
HR Klasa rizika Katalogki broj i oznaka pakiranja Naziv proizvoda i zadtiéeni naziv
HU | Kockézati osztaly Listaszam &s készletkiszerelds-kiod Termék- és kereskedelmi név
T Classe di rischio Numero di listino e codice formato | Prodotio & nome commerciale ]
LV Riska klase Kataloga numurs un izmér kods Produkia nosaukuras un tirdzniecibas nosaukums
LT Rizikos kias¢ Katalogo numeris ir dyd#io kodas Gaminio ir prekybinis pavadinimai
NO | Risikoklasse Bestillingsnummer og storrelseskode Produkt- og handelsnavn
PL Klasa nzvka Numer katalogowy Nazwa produkiu i nazwa handlowa
PT Classe de risco Nilmero de lista ¢ codigo de apr pdo Produto ¢ nome comercial
RO | Clas3 de risc Numir de listd si cod di iine o Denumirea produsului §i denumirea comerciala
SK Rizikova tricda | Kataldgové cislo Nazov produktu a obchodny nazov
sV Riskkiass Listnummer och storlekskod Produkt och firmanamn
TR | Risk Smfi Liste Numarasi ve Bovut Kodu Urdn ve Ticari Ismi




EN | GMDN Code EMDN Code | Manufacturer (Name and Address) | Manufacturer SRN |
BG | Kon GMDN Ko EMDN TpowseomTe: (HMe ¥ agpec) EPH na uporssommrens
(] K6d GMDN Kod EMDN Vyrohce (ndzev a adreza) Jediné registraéni &islo vyrobce
DA | GMDN-kode EMDN-kode | Fabrikanl {navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdwios GMDN (Ovopatoroyin | Kadicds EMDN (Ovopawhoyia Kataoxsvaotig (Ovopn wot SRN (Moevabuog Apiués Matpdov)
WTPOTEZVCAOTIKIY ZIpoidvinv) WHIPOTEPOLITINGIV APOIOVIONV) Awmibovon) Koraokevaot]

ES Cédigo GMDN Cadigo EMDN Fabricante (nombre y direccién) SRN (mimero de registro 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 unique du

fabricant |
HR | GMDN kod EMDN kod Proizvodal (naziv i adresa) | SRN (jedinstveni registracijski broj) _Jl

proizvodaén |
HU | GMDN-kéd EMDN-kod Gyartd (aév és cim) Gyans egyedi regisztraciés szama

i oe (SRN) o
It Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SEN (numero di registrazione unico)
—_ del fabbricante
LV | GMDN kads EMDN kods RaZotdjs (nosaukums un adrese) ] RaZotdja vienotais regisiricijas numurs
= (VRN)
LT | Visuotinés medicinos pricmoniy | Europos medicinos priemoniy Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos N
nomenklatiiros kodas nomenkdatiiros kodas | numeris
NO | GMDN-kode EMDN-kode Prod {navn og adresse) | Produsentens SRN
PL | Kod GMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyrobaw Medveznych . producenta e

PT | Cidigo GMDN Codigo EMDN | Fabricante (Neme e Morada) Mimero tnieo de registo do Fabricante
RO | Cod GMDN Cod EMDN | Producitor {nume 5i adresi) SRN producitor -
SK | Kod GMDN Kod EMDN | Vyrobca (Nazov a adresa) Jediné registratng &islo (SRN) vvrobcu
SV | GMDN-kod EMDN-kod | Tillverkare (namn och adress) Tillverkarens SRN T
TR | GMDN Kodu EMDN Kodu | Cretici (lsim ve Adres) Uretici SRN'si |




EN

Authorized Representative (Name and Address)

Authorized 1 Representative SRN

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

BG | YrbnHoMomeH npeacTaBsrrest (MMe K aapec) EPH Ha ynmanoMomeHus npeAcTaBATE N Ilporaseneno oT (MACTO HA YIPOMBOACTRO) (MME H
i anpec) - e |
cS Zplpomoendny zistupce {phzey & adresa) | Jediné registraéni tislo zplnomocnéného zdstupce Vyrobeno {misto virobv) (nézev a adresa) .
DA | Autoriseret representant (navn og adresse) | Autoriserel representants SRN Produceret af (fabrikationssted)
] | (Navn og adresse)
DE | Bevolimichtigter (Name und Adresse) SRN des Bevollmachtigten Hergestellt von (Herstellungsstandort)
i (Name und Adresse)
EL EZovowdompévog Avimpbonmag (Ovopa xan SRN Efopvowdotnpivor Avimpochron Kowoxsvdlerm ané (Epyootico aupayoric)
Awhbuvor) | (Ovopaoia xar Awifiuvor)
ES Representante autorizado (nombre y direccion) SRN (mimero de registro tnico) del representante Producido por (Lugar de fabricacion) (Nombre y
autorizado - . direccitn) |
ET Volitatud esindaja (nimi ja aadress} _ | Volitamd esindaja unikaalne regisucerimisnumber | Tootnud (tootmiskoht) (nimi ja aadress) |
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du mandataire Produit par (site de fabrication) _1.
= - — (nom &t adresse) 1
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) ovlaitenog Proizvedi (Mjesto proizvodnje)
| zastupnika {Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) | Meghatalmazott képviseld egyedi regiszirdeios Gyéntd (gyartis helye)
o szama(SRN}Y - | {név és cim) o
T Mandatario (nome ¢ indirizzo) | SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario {nome e indinzzo) o
LV | Pilnvarotais parstivis (nosaukums un adrese) Pilnvaroia parstavia vienotais registriicijas numurs RaZots {ra¥oianas vieta)
{VRN) (nosaukums un adrese) |
LT | Igaliotasis atstovas (pavadinimas ir adresas) Jgaliotojo atstovo unikalusis regisiracijos numeris Pagaminta (gamybos vieta) {pavadinimas ir
| | adresas)
NO | Auvtorisert representant (navn og adresse) ] Den autoriserte representantens SRN | Produsert av (produksjonssted)
| l {navn og adresse) -
PL Upowazniony przedstawiciel {nazwa i adres) ‘ Niepowtarzalny numer rejestracyjny | Wyprodukowano przez (miejsce produkcji)
upowaznionego przedstawicicla | (nazwa i adres) ]
PT | Mandatirio (Nome e Morada) Numero tmico de registo do mandatario | Produzido por {Local de fabrica)
ST {Nome ¢ Morada) )
RO | Reprezentant mtorizat (nume §i adresd) | SRN reprezentant autorizat Produs de citre (localie productie) (nume si adres3}
SK Autorizovany zéstupca (ndzov a adresa) | Jediné registradné &islo (SRN) autorizovaného Vyrobené (miesto vyroby)
| zastupcu {ndzov a adresa)
8V | Auktoriserad representant (namn och adress) | Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress) |
TR | Yetkili Temsilci (lsim ve Adres) |[ Yetkili Ternsilci SRN’si Urretici {Uretim Tesisi)

| {isim ve Adres)

ez ]




EN | Conformity Assessment Proced Annex I and I Full Name |
BG | Tlponenypa 3a oneHxa Ha ChOTBETCTBEETO Tpunoxerse I u 11 Tinimo HaRMeRoBaHue |
CS | Postup posuzovani shody Pfiloha Il a I1I Cely ndzev ) |
DA | Overensstemmelsesvurderingsprocedure Bilag 11 og TI Fulde navn . .|
DE | Konformititshewertungsverfahren Anhang [1 und 111 Vollstandiger Name |
EL Awdcooia oftohomong CVUROPPOOTS Hapipope I ke JT [Thpn2 ovopuoic

ES Procedimiento de evaluacion de la conformidad Anexos [Ty 111 Nombre completo B
ET Vastavushindamismenetlus 11 ja 11 lisa Thisnimi e

FR Procédure d’évaluation de Ia conformité Annexes I et 1T} Nom complet B -

HR Postupak ocjenjivanja sukladnosti Prilog 1L i TIL. Puni naziv |
HU | Mopfelelssgértékelési eljirds I1. és 111 melléklet Teljes néy _ |
IT Procedura di valutazione della conformita Allegati [T e I1] Nome completo

LV | Adbilstibas novértsSanas procedira 11 un 111 pielikums Pilns nosaukums -

LT Atitikties vertinimo procedira 11 ir IH priedai Vardas ir pavardé |
NO | Framgangsmite for samsvarsvurdering Vedlegg I og 1T Fullt navn

PL Procedura oceny zgodnosel Zalacanik Il oraz I Imig i nazwisko i
PT Procedimento de avaliagiio da conformidad Anexo Il e 111 Nome completo o g
RO | Procedurd de evaluare a conformitathi Anexa IIsi [11 | Numele complet B
SK | Postup posudzovania zhody Priloha Il a 111 - | Cel¥ ndzov B
SV Forfarande for beddmming av Sverensstdmmelse Bilaga 11 och I Fullstindigt namn = e

TR | Uygunluk Deferlendirme Prosedii EkIive II Adi Sovad |
EN | Fumetion Signed for, and on behalf of Date Issued - ]
BG Jorexmoct IMoanucano 32 ¥ OT HMETO Ha JlaTa Ha WinaBame |
(&) Funkce Podepsino za a jménem Datum vydani |
DA | Funktion Underskrevet for og pa vepne af - | Udstedelsesdato B |
DE _| Funktion Unterzeichnet fir und im Aufirag von | Datum _ .

EL Asitovpyic Yroypapetm yiu xoi EK pépoug Tov/T); Huspopnpiu xdoons

ES Funcion Firmada por, v en nombre de Fecha

ET Funkisioon Alla kirjutanud (kelle poolt ja nimel) | Viljaandmise kuupiev

FR Fonction Signé par et au nom de Date d'établi t ]
HR Funkcija Poipisano za i u ime Datum izdavanja |
HU | Beosztas Aldiro a kovetkezd képviseleiében és nevében | Kiadés ddluma

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

LV Amals Parakstits $idas personas varda Izdo&anas datums

LT | Pareigos Subjekto, kurio vardu pasiraloma, pavadinimas | ISdavimo data — |
NO | Funksjon Signert for, og pd vegne av Utstedelsesdato ]
PL Funkcija Podpisano w imieniy | Data wydania o ]
PT Funcdo Assinado ¢ em nome de Data de emissiio T j
RO Functia Semnat pentru i in numele Data eliberiini |
SK | Funkcia Podpisané za a v mene Ditum vvdania

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




EN Supersedes Signature . Date of Approval |
BG | Jamectsa Tloanuc Jata Ha ogofipenne .
CS | Nahrazuje Podpis Datum schvaleni ]
DA | Erstaiter Underskrift Godkendelsesdato N |
DE Ersetzt Unterschrift B Datum der Genchmigung

EL Avuabiorg Yoypupty o Huspounvin éyxpans B

ES Sustituye Firma | Fecha de aprobacion

ET | Asendab Allkiri | Heakskiitmise kuupaey |
FR Annule et remplace Signature | Date de I'autorisation

HR Zamijenjuje Potpis ) B Datum odobrenja B
HU_ | Hatdlytalanitia a kbvetkez$ dokumentumot: Aldiras - B . Jovihagvis dituma ~i
IT Sostituisce Firma Data di approvazione |
LV Aizstij Paraksts Apstipring datums

LT Pakeidia | Parasas Patvirtinimo data .
NO | Erstatter | Signatur i Godkjenningsdato '
PL Zastgpuje Podpis : Data zatwierdzenia

PT Substitui Assinatura Data de aprovagio .

RO _ | Inlocuitor Semnaturd |_Data aprobinii

SK | Nahridza | Podpis ~ o Détum schvalenia - B

sV Ersitter Namnteckning R Datum {51 godkinnande -

TR | Yerini aldif belge | imza ] Onay Tarihi |
EN Place Issued Effective {Date or Lot Nomber)

BG MACTO Ha H3/jaBane B cuia 01/3a_{a1h AIH HoMep Ha napTHna)

C8 Misto vydéni Uinné od (datum nebo &slo sarke)

DA | Udstedelsessted Ikrafitrzedelse (dato eller lotnummer)

DE On Ciiiltie ab {Datum oder Chargmhezcwhnu___ng}

EL | Témog éxdoamg e oy and (Hpspopnvic 5 ep. Auptiucy

ES Expedida en Efectiva (fecha o nimero de fote)

ET Viljaandmise koht Joustumine (kuupliev v5i partiinumber)

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

HR | Mijestoizdavanja Stupa na snagy (datum ili broj serije) o

HU | Kiadis helye Hatdlybalépés (ddtum vagy tételszdm}

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

LV Izdosanas vieta Speka no {datums vai partijas numurs)

LT | Bdavimo vieta Jsigaliofa {daia arba partijos numeris)

NO Ultstedelsessted CGhielder fra (dato eller lotnummimer)

PL Miejsce wydania Obowigzuje od (data lub mumer partii)

PT Local de¢ emisséio Efetividade (Data ou niimero de lote) ]

RO Locul eliberdnii Valabilitate (data sau pumérul lotului)

SK | Miesto vydania Uginnost od (datum aleho &isto darze) |

sV Plats for utfirdande Verkstilligt {dahun eller lotnummer}

TR Dilzenlendifi Yer Yietritk {Tarib veva Lot Numarast)




EN

We, the undersigned, hereby declare that the in vitreo 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 Enropean Parfiament 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 Europesn 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, Annes VI of the ROHS Directive, and Annex I of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

Hue, nomynosmucanyte, ¢ HACTOSIOTO ASKIAPUPAME, Y6 FOPEONHCAROTO(HTe) MeMIKHCKO(H) R3/1enue(%) 32 HUBHIPO AHATHOCTAKA oTropaps(T) Ha
npHIoXHMUTe pasnopentu Ha Pernament (EC) 2017/746 na Epponeiickus napnavent i Ha CheeTa ot 5 anpus 2017 r. oOTHOCHO MEAHIRHCKMTE I3eIHA 18
HHBHTPO JAHATHOCTHKS; 0CBEH TOBA OTTOBAPA(T) Ha NPEICKAMATS paznopenbu Ha [upextasa 201 1/65/EC na Esponefickus napnaMerT # Ha CrBeTa 0T § I0HH
2011 r. GTHOCHO OTPAHHTCHACTO HA YNIOTpebaTa Ha oNpe/iefienn ONACHHA BEHIECTRA B SlIEKTPHHECKOTO M CIEKTREHHOTO 0GOPYABARE H HA TIPHIOKHMATE
pasnopesGu na upekmsa 2006/42/EO na Esponelickns naprament 1 pa Copeta o1 17 Malt 2006 1. 0THOCHO MAIIMHHTE, U 32 M3MeneHHe Ha JlupextuBa
95/16/EQ, KaxTo e TpaHCTIOHHPAHA B HAMOHAIHOTO 3aKOHOAATENCTEO Ha KbpRABHTE LICHKH.

Tazu pexnapanas ce npasy B choteeTCTRHE ¢ lpHnoxense IV Ha Pernamerrra 3a IVD, Hpunoxenue VI Ha JnpexTanata 3n OTpaRAYABaHEe Ha OHaCHHTE
semectsa (ROHS) u lpunoxere 11 5a [(MpekTARATA OTHOCHO MALIWHATS | 32 HEHHOTO FBAABAHE STEOROPHOCT HOCH SIMHCTECHO DPOHIBOLWTSIIAL.

CS

My, niZe podepsani, timto prohlaSujeme, Ze diagnosticky(-¢) zdravomnicky(<) prostfedek (prostfedky) in vitro uvedeny(-é) vyie je (jsou) ve shodi s pﬁslu§n)’}1;xi__'

ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in vitro; 2 e je (jsou)
ddle ve shodé s pristuSnymi ustanovenimi smEmice Evropského parlamentu 2 Rady 201 1/65/EU ze dne 8. &ervna 2011 o omezeni poutivani nikierjch
nebezpednych litek v elektrickych a elektronickych zafizenich a s pfisiusnymi ustanovenimi smémice Evropského parlamenty a Rady 2006/42/ES ze dne 17.
kvéna 2006 o strojnich zafizenich a 0 zméné smémice 95/16/ES, jak byla provedena ve vnitrostitnim pravu &lenskych stith. Tofo prohlafeni je v souladu s
Prilohou IV naiizeni IVD, Pfilohou VI smémice ROHS a Prilohou II smérnice o strojnich zafizenich a je vydéno na vyhradni odpovadnost vyrobee.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, eri overensstemmelse med de geaeldende
bestemmelser i Europa-Parlamentets og Ridets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geeldende bestemmelser i Europa-Parlamentets og Radets direktiv 2011/65/EU af 8. juni 2011 om begransning af brugen af visse falige stoffer i elektrisk og
elektronisk udstyr samit overholder geeldende bestemmelser i Europa-Parlamentets og Rédets direktiv 2006/42/EF af 17. maj 2006 om maskiner og wndring af
direktiv 95/16/EF, som det er transponere! i medlemsstaternes lovgivaing.

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

DE

Wir, die Unterzeichner, erklaren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Europiischen Parlaments und des Rates vom 5. April 2017 diber In-vitro-Diagnostika erfotllen und zusitzlich
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Europischen Parlaments und des Rates vom 8. Juni 2011 zur Beschrinkung der Verwendung
bestimmter gefihrlicher Stoffe in Elektro- und Elektronikgeriten sowie der Richtlinie 2006/42/EG des Europiischen Parlaments und des Rates vom 17. Mai 2006
tiber Maschinen und zur Anderung der Richtlinie 95/16/EG gemi Umsetzong in den Gesetzen der Mitgliedsstaaten.

Diese Erkldrung etfolgt gemaB Anhang IV der [VD-Verordnung, Anhang VI der RoHS-Richtlinie und Anhang I der Maschinen-Richtlinic und wird unter
alleiniger Verantwortung des Herstellers ausgestellt

EL

Epsic, o1 vnoypdpovieg, Snhbvoope pe 10 Rapdv o1 e mpoavagepdpueve. Sury <l nTpoTervolo Y LPOTOVTH COLHOPPOVOVII E TIS 10YHOoVOES Surtdilels

10w Kavoviopob (EE) 2017/746 tov Evpuraicod Kowoflovkion kw tov ZupBovhiov g 5% Anpikiov 2017 oxewd pe w in vitro Syvootut WIpOTELVOAOTIKE |

TPOTOVLYL K01 EIOTS OUpHOpPRVOVTII Pe TG 1oxBovoes Swtdbe Tg OBnyiag 2011/65/EE tov Evpemaiied Kowofovhiov ki tou ZopBovhiov mg 8% lovvion
2011 oyeTiKG jE TOVE REPIOPICROTS OTH YPIOT] CVTKEKPIHEVEV ERIKIVELVIY OVOIBY GTov NhexTpind Kok RAEKTPOVIKG EEORAOND, KaBie Ka1 Jie Tig 1oyBovaeg
Suwtagen; me OBnying 2006/42/EK wou Evponaixed KowoBovkiow ket tov Zupfovhion mg 17" Matov 2006 oyetikd pe wov pyovicd sbonhiopd xonmy
tpororemuk Obnyia 95/16/EK dnmg avm pstagpipinke om vopuofecio wov xpatby pchédv. H Sjlnon ava) yivewn obppava pe o Mapipmpa IV o
Kavoviopod 1VD, w0 Hapépope VI mg O yiag ROHS ke o Mapapmpa T g OBnyiag nic tov pryavikd efomhiopé ke exdibetas pe axoxdsionxh svivn
TOV KOTEGKEVHLTH.

ES

Nosotros, los abajo firmantes, por la presente declaramos qus el(los) producto(s) sanitario(s) para diagnéstico i vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017 746 del Parlamento Europeo y del Consgjo del 5 de abril de 2017 sobre productos sanitarios para diagnéstico
invitro; y ademds cumple(n) las disposiciones aplicables de 1a Directiva 2011/65/EU del Parlamento Europeo y del Consejo del 8 de junio de 2011 sobre
restricciones a la utilizacidn de determinadas sustancias peligrosas en aparatos eléciricos y electrénicos, y las disposiciones aplicables de la Directiva 2006/42/EC
del Parlamento Europeo y del Consejo del 17 de mayo de 2006 sobre maguinaria, 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 11 de Ja Directiva de maquinas y es
emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitre diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. assta
midrase (EL) 2017/746 (in vitro diagnostikameditsiiniscadmete kobta) kohaldatavatele satetele ning lisaks vastab see kohaldatavatele sitetele Euroopa
Parlamendi ja ndukogu 8. juuni 2011. aasta dircktiivis 2011/65/EL (teatavate chilike ainete kasutamise piiramise kohta elektri- ja elekiroonikaseadmetes) Ja
Euroopa Parlamendi ja ndukogu direktiivis 2006/42/EU, 17. mai 2006, mis kasitleb masinaid ja millega muudetakse direktiivi 95/16/EU, nagu sec on tile vietud
liikkmesriikide seadustesse.

See deklaratsioon on koostatud vastavait IVD misruse IV lisale, ROHS direktiivi V1 lisale ja masinadirektiivi Il lisale ning see on vilja antud tootja vastutusel.
Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitre indiqué(s) ci-dessus est/sont conforme(s) aux dispositions
applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in vitro, aux
dispositions applicables de la Directive 2011/65/UE du Parlement curopéen et du Conseil du 8 juin 2011 relative 4 la limitation de P"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 Dircctive 95/16/CE, telles que transposées dans le droit national des Ftats inembres. Cotte
déclaration est établie conformément & I” Annexe IV du Réglement DIV, 4 I’ Annexe VI de la Directive ROHS ainsi qu’a I’ Annexe II de la Directive Machines
sous la seule responsabilité du fabricant.

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni 1 vitro dijagnosliéki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vijeca od 5. travnja 2017. o in vitro dijagnostiskim medicinskim proizvodima, i dodatno primjenjivim odredbama Direktive

2011/65/EU Enropskog parlamenta i Vijeca od 8. lipnja 2011. o ograni¢enju uporabe odredenih opasnih tvari u elekiritnoj i elektronitkoj opremi, te primjenjivim

odredbama Direktive 2006/42/EZ Europskog parlamenta i Vijeca od 17. svibnja 2006. o strojevima zamjenjujuéi Direktiva 95/16/EZ kako je pretodeno n zakone
drZava &lanica.

Ova je izjava sastavijena u skladu s Prilogom IV. Uredbe IVD, Prilogom VI. Direktive ROHS i Prilogom I1. Direktive o strojevima i izdaje se pod iskljugivom
odgovornoféu proizvodata.

HU

Alulirotiak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszkéz(tk) megfelel(nek) az Eurépai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkozokrdl 52616 (EU) 2017/746 (2017, dprilis 5.) rendelete vonatkozé rendelkezéseit: tovabb4 az Europai Parlament és a Tandcs egyes veszélyes
anyagok elektromos és elektronikus berendezésekben val6 alkalmazésinak korlatozasarol sz616 2011/65/EU (2011. jinius 8.) irdayelve (RoHS irdnyelv)
vonatkozé rendelkezéseit, valamint az Europai Parlament és a Tandcs a gépekrdl és a 95/16/EK iranyelv médositisarof sz616 2006/42/EK (2006, majus 17.)
iranyelve vonatkozé rendelkezéscit a tagdllamok jogrendjébe atiiltetd rendelkezéseknek. A jelen nyilatkozat megfelel az IVD rendelet IV. mellékletében, 2 RoHS
iranyelv VI. mellékletében és a gépekrol sz610 iranyelv Il mellékletében foglalt eldirdsoknak_ és a gyario kizrdlagos felelssége alapjdn keralt kiadasra.




We, the undersigned, hereby declare that the in vitro disgnostic 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 § 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 Enropean Parliament

and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the Jaws of the meniber siates. |
This declaration is made in accordance with Annex IV of the IVD Regulation, Annex V1 of the ROHS Directive, and Annex 11 of the Machinery
Directive and is issued under the sole responsibility of the manufacturer. !

v

Noi, i softoscritti, con la presente dichiariamo che il(i) dispositivo(i) mcdic&di_ég;]nsl ico(l) in witro sopra descritto(i) &(sono) cg\i-'orme(i) al?disposizi'dﬁ_i —

applicabili de! regolamento (UE) 2017/746 del Parlamento europeo ¢ del Consiglio del 5 aprile 2017 refativo ai dispositivi medico-diagnostici in vitro; &(sono) |
inoltre conforme(i) alle disposizioni applicabili defla direttiva 2011/65/UE del Parlamento europeo e del Consiglio dell'8 giugno 2011 sulla restrizione deli’uso di
determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche. ¢ alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento europes |
e del Consiglio del 17 maggio 2006 relativa alle macchine e che modifica la direttiva 95/16/CE come recepite nelle legistazioni degli Stati membri. Questa [
dichiarazione & redaita in conformita all'allegato IV del regolamento IVD, all'allegato VI della direttiva ROHS e all'allegato 11 della direttiva macchine ed & |
rilasciata sotto la responsabilita esclusiva del fabbricante. = = m = __ewm - - ___J
Mgs, apaksa parakstijuies, ar $o pazipojam, ka ieprieks aprakstita(-s) i vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Paslamenta un Padomes |
Regulas (ES) 20617/746 (2017. gada 5. aprilis) piem&rojamajam prasibam par in vifro diagnostikas mediciniskim ierfcém un papildus prasib@m, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES (2011. gada 8. jiinijs) par daZu bistamu vielu izmanto¥anas jerobeZoSanu elektriskis un elektroniskas
iekartis un Eiropas Parlamenta un Padomes Direktivd 200642 EK (2006, gada 17. maijs) par masindm, un ar kuru groza Direktiva 95/16/FEK, ki 13 ieviesta
dalibvalstu tiesibu aktos.

$1 deklaracija ir sagatavota saskand ar IVD regulas IV pielikumu, ROHS direktivas VI pielikumu un Direktivas par masinim II pielikumu un par izdodanu athild
vienigi raiotijs.

LT

| atsakomybe.

Mes, toliau pasira¥iusieji (-iusiosios), parcidkiame, kad anks&iau minéta (-os) In vitre diagnostikos medicinos priemoné (-és) atitinka 2017 m. balandZio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy 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. gegu¥és 17 d. Europos Parlamento ir Tarybos direktyvos 2006/42/EB dél maginy, i§ dalies keitiantios Dircktyvy 95/16/EB,
taikomas nuostatas, perkeltas j valstybiy nariy teisés aktus.

8i deklaracija yra parengta vadovaujantis IVD reglamento IV priedu, ROHS direktyvos VI priedu ir MaSiny direktyvos II priedu ir yra isduodama tik gamintojo

NO

Vi, undertegnede, erklarer 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 medlemssiatenes |
lovgivning. |
Denne erkleringen er utarbeidet i overensstemmelse med vedlegg IV i IVD-forordningen, vedlegg VIi ROHS-direktivet og vedlegg Il i maskindirektivet oger |
uistedt under produsentens eneansvar. §

PL

My, nizej podpisani, niniejszym oswiadczamy, e wymieniony(-e) powyzej wyrdb(wyroby) medyczny(-¢) do diagnostyki in vitro spelnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobéw medycznych do diagnostyki in vitro,
a ponadio wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca 2011 r. w sprawie ograniczenia stosowania niektérych
niebezpiecznych substancji w sprzgeic elekirycznym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 . w
sprawie maszyn, zmieniajacej Dyrektywg 95/16/WE, w sposéb, w jaki zostaly one wdrozone do ustawodawstwa panistw czlonkowskich.

Niniejsza deklaracja zostala sporzadzona zgodnic z Zalgcznikiem IV Rozporzadzenia IVDR, Zalgeznikiem VI Dyrektywy ROHS oraz Zatgcznikiem I
Dyrektywy Maszynowej i wydana na wylgezng odpowigdzialnoss producenta.

Nés, abaixo assinados, declaramos gue os dispositivos médicos para diagndstico in vitro descritos acima estio em conformidade cora as disp usi;_ﬁ;s aplicév'eis do 1
Regulamento (UE) 2017/746 do Parlamento Europeu e do Consclho, de 5 de abril de 2017, relative aos dispositivos médicos para diagnéstico in vitro; e
adicionalmente, em conformidade com as disposigdes apliciveis da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativa &

i
restrigio do uso de determinadas substincias perigosas em equipamentos elétricos e eletronicos, e com as disposigdes aplicaveis da Diretiva 2006/42/CE do I

| Parlamento Europeu ¢ do Conselho, de 17 de maio de 2006, sobre miquinas ¢ que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros,

| sob a exclusiva responsabilidade do fabricante.

Esta declaragdo ¢ feita de acordo com o Anexo IV do Regulamento IVD, o Anexo VI da Diretiva ROHS e 0 Anexo I da Diretiva relativa 2s Maquinas ¢ é emitida

RO

| Subsemnafii, 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 5i al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro; ¢i, in

plus, respectd dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European §i a Consiliului din 8 iunie 2011 privind restriciia utilizii anumitor !
subsianie periculoase in echipamentele electrice §i electronice i cn dispozifiile aplicabile din Directiva 2006/42/CE a Parlamentului European gi a Consiliului din |
17 mai 2006 privind utilajele 5i modificarea Directivei 95/16/CE, transpusi in legile statelor membre.

Prezenta declaratie este emisd in conformitate cu anexe IV la Regulamentul IVD, anexa V1 la Directiva ROHS i anexa II la Dircctiva utilajelor si este emis sub
responsabilitatea exclusivi a producitorului.

SK

My, dolupodpisani, tymto vyhlasujeme, Je diagnosticka(-¢) zdravotnicka(-¢) pomécka(-y} in vitro uvedend(-¢) vyiZie je (si) v zhode s prislusnymi ustanoveniami |
Nariadenia Eurdpského parlamenta a Rady (EU) 2017/746 2 5. aprila 2017 o diagnostickych zdravotnickych poméckach in vitro; a Je je (s11) d'alej v zhode |
s prisluinymi ustanoveniami Smernice Eurépského parlamentu a Rady 2011/65/EU z 8. jima 2011 o obmedzeni pouzivania uréityeh nebezpeénych litok

v elektrickych a elektronickych zariadeniach a s pristuinymi ustanoveniami Smemice Europského partamentu a Rady 2006/42/ES zo 17, maja 2006 o strojovych
zariadeniach 2 o zmene a dopheni Smernice 95/16/ES tak, ako boli transponované do zikonov &lenskych $tatov. Toto vyhlisenie je v silade s Prilohou IV

k Nariadeniu IVD, Prilohou VIk Smemici ROHS a Prilohou [T k Smemici o strojovych zariadenjach a vydiva sa na vWhradnii zodpovednost’ yyrobcu. |

sV

Vi, undertecknade, forsakrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan Sverensstimmer med de tillamplign
bestimmelserna i Europaparlamentets och ridets forordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter fr in vitro-diagnostik samt dven
dverensstimmer med de tillampliga bestimmelserna i Europaparlamentets och ridets direktiv 2011/65/EU av den 8 juni 2011 om begrinsning av anvindning av
vissa farliga 4mmen i elektrisk och elektronisk utrustning samt med de tillampliga bestimmelserna i Europaparlamentets och ridets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om 4ndring av direkiiv 95/16/EG (omarbetning) som infdrlivats i medlemsstaternas lagstifining. |
Denna forsakran gors i enlighet med bilaga IV till IVD-frordningen, bilaga VI till ROHS-direktivet samt bilaga 11 till maskindirektivet och utfardas under
tillverkarens enskilda ansvar.

L

Biz, asafhda imzalan buhman, yukanda belirtilen in vitro diagnostik tibbi cibazlarin, 2017/746 sayilt Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hitktimlerine uygun oldugunu ve aynca clekirikli ve elektronik cihazlarda belirli tehlikeli maddelerin
kullammunin sinirlandinimasina iligkin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayih Avrupa Parlamentosu Direktifinin ilgili hiktunlerine, makinelere |
iligkin 17 Mays 2006 tarihli Konseyin ve 2006/42/EC sayili Avrupa Parlamentosu Direktifinin ilgili hitkiimlerine ve itye devlet yasalarina aktanlan 95/16/EC |
sayih ek Direktife uygun oldugunu beyan ederiz.

Bu beyan IVD Yonetmeligi Ek IV, ROHS Direktifi Ek V1 ve Makineler Direktifi Ek Il uyarinca yapiinustir ve fireticinin milnbasir sorumlulugy altinda

yvavinlanmusgtr,




End of form
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074SL10002T5
Basic UDI-DI Name: ARCHITECT Trigger Solution
Risk Class: Class A .-
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
6C55-60 ARCHITECT Trigger Solution 58793 W0201020185
6C55-82 ARCHITECT Trigger Solution 58793 W0201020185
Manufacturer | Abbott Ireland
{(Name and Address) | Diagnostics Division ;
Finisklin Business Park
Sligo, Ireland
Manufacturer SRN | IE-MF-000009849 1
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A
Produced by (Site of Manufacture) | Abbott Ireland ,

(Name and Address)

Diagnostics Division
Finisklin Business Park
Sligo, Ireland

Conformity Assessment Procedure

Annex II and III

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

responsibility of the manufacturer.

Full Name: Noel Haren

Joe Murray

Function:
Signature:

Date of Approval:

Signed for, and on
behalf of:

Date Issued:

Supersedes:

Manager Regulatory Affairs Function: _Director Quality Assurance
S o T Signature: &, \kl»\'-—:\/
1S S ul o2 Date of Ap];rovalz 16 S 2022
Abbott Ireland Diagnostics Division, Sligo
IS ju) 202 ’ Place Issued: Sligo, Ireland

Effective (Date )
or Lot Number): | S "S\A\ o2 2

23 May 2022




Abbott

EU Declaration of Conformity

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

BG EC JEKJIAPALIMSA 3A CbOTBETCTBHUE bazos UDI-DI HaumenoBanue Ha 6azos UDI-DI

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

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

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

EL AHAQYH YXYMMOPOQXHY EE Baowé UDI-DI Ovopacio facikod UDI-DI

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

ET ELi vastavusdeklaratsioon P&hi-UDI-DI P&hi-UDI-DI nimi

FR Déclaration de conformité UE 1UD-ID de base Nom 1UD-ID de base

HR EU 1IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU | EU-MEGFELELOSEGINYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve

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

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

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

NO EU-samsvarserklering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

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

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zékladny UDI-DI Nazov zakladného UDI-DI

SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundlaggande UDI-DI Namn pé grundlaggande UDI-DI

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

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

BG Kiac ciopes pucka KarasoxxeH HoMep U KOJ1 Ha pazMepa Mme Ha IpoJlyKTa ¥ ThPrOBCKO HAUMEHOBAHUE

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

DA Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und Gréencode Produkt- und Handelsname

EL Katnyopia kivdvvou Kwdkog IMpoidvtog kot Kodikdg Tuokevaciog TIpoidv kou Epmopikny Ovopacio

ES Clase de riesgo Numero de referencia y codigo de tamafio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zastieni 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 starrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e cddigo de apresentacdo Produto e nome comercial

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

SK Rizikové trieda Katalogové &islo Néazov produktu a obchodny nzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR | Risk Simifi Liste Numaras1 ve Boyut Kodu Uriin ve Ticari Ismi
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Abbott

EU Declaration of Conformity

EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kox GMDN Kox EMDN IpousBoxuTen (MMe U aapec) EPH Ha npoussoaurens
CS | Kéd GMDN Kéd EMDN Vyrobce (nézev a adresa) Jediné registraéni ¢islo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdwdg GMDN Kwdwkog EMDN Kataokevaothg (Ovopa kot Atevbovvon) SRN (Movaduog Appog Mntpmov)
(Ovopatoroyia (Ovopatoroyia Koartaokevaom
L0TPOTEYVOLOYIKMDV L0TPOTEYVOLOYIKDV
TPOIOVTMV) TPOIOVTMV)
ES | Cddigo GMDN Cédigo EMDN Fabricante (nombre y direccién) SRN (nimero de registro tnico) del fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj) proizvodaca
HU | GMDN-kdd EMDN-kdd Gyart6 (név és cim) Gyart6 egyedi regisztraciés szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs (VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy priemoniy
nomenklattiros kodas nomenklattiros kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny producenta
Nomenklatury
Wyroboéw Medycznych
PT | Cédigo GMDN Cédigo EMDN Fabricante (Nome e Morada) NUmero Unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresd) SRN producitor
SK | Kéd GMDN Koéd EMDN Vyrobca (Nazov a adresa) Jediné registracné &islo (SRN) vyrobecu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRNsi
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Abbott

EU Declaration of Conformity

EN | Authorized Representative (Name Authorized Representative SRN Produced by (Site of Manufacture) Conformity Assessment Procedure
and Address) (Name and Address)
BG VYobnaomomeH npencrasuten (uvme 1 | EPH Ha ynbpanomonieHus ITpousBeneHo oT (MsCTO Ha IIpouenypa 3a orieHka Ha
azipec) MPEACTABUTEN IIPOU3BOJICTBO) (UMeE U afIpec) CBOTBETCTBHETO
CS | Zplnomocnény zastupce (nazev a Jediné registra¢ni ¢islo Vyrobeno (misto vyroby) Postup posuzovani shody
adresa) zplnomocnéného zéstupce (nézev a adresa)
DA | Autoriseret representant (navn og Autoriseret repraesentants SRN Produceret af (fremstillingssted) Overensstemmelsesvurderingsproced
adresse) (navn og adresse) ure
DE | Bevollméchtigter (Name und SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort) | Konformitatsbewertungsverfahren
Adresse) (Name und Adresse)
EL E&ovoiodotpévog Avimpdommog SRN E&ovciodotnpévon Kartaokevaletonr omd (Epyootdoio Awdwkacio a&ordoynong
(Ovopa kot AtevBuvon) AvTItpoc®mTov TAPAYOYNG) SLUHOPPOONG
(Ovopacio ko AtghBvvon)
ES Representante autorizado (nombre y SRN (ndmero de registro Gnico) del Producido por (Lugar de fabricacién) Procedimiento de evaluacion de la
direccién) representante autorizado (Nombre y direccion) conformidad
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootja (tootmiskoht) (nimi ja aadress) | Vastavushindamismenetlus
registreerimisnumber
FR | Mandataire (nom et adresse) Numeéro d'enregistrement unique du Produit par (site de fabrication) Procédure d’évaluation de la
mandataire (nom et adresse) conformité
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje) Postupak ocjenjivanja sukladnosti
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és Meghatalmazott képviseld egyedi Gyart6 (gyartas helye) Megfelel8ségértékelési eljaras
cim) regisztraciés szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) Prodotto da (sito di fabbricazione) Procedura di valutazione della
del mandatario (nome e indirizzo) conformita
LV | Pilnvarotais parstavis (nosaukums un | Pilnvarota parstavja vienotais Razots (razoSanas vieta) Atbilstibas novertésanas procedira
adrese) registracijas numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis Pagaminta (gamybos vieta) Atitikties vertinimo procediira
adresas) registracijos numeris (pavadinimas ir adresas)
NO | Autorisert representant (havn og Den autoriserte representantens SRN Produsert av (produksjonssted) Framgangsmate for
adresse) (navn og adresse) samsvarsvurdering
PL | Upowazniony przedstawiciel (nazwai | Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce Procedura oceny zgodnos$ci
adres) upowaznionego przedstawiciela produkc;ji)
(nazwa i adres)
PT | Mandatario (Nome e Morada) NUmero Unico de registo do Produzido por (Local de fabrico) Procedimento de avaliagdo da
mandatario (Nome e Morada) conformidade
RO | Reprezentant autorizat (nume si SRN reprezentant autorizat Produs de catre (locatie productie) Procedura de evaluare a conformitatii
adresa) (nume si adresa)
SK | Autorizovany zéstupca (nazov a Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby) Postup posudzovania zhody
adresa) autorizovaného zastupcu (n&zov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn | Forfarande for beddmning av
adress) och adress) Overensstdmmelse
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi) Uygunluk Degerlendirme Prosediirii

(Isim ve Adres)
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Abbott

EU Declaration of Conformity

EN | Annex Il and Il Full Name

BG | Ilpunoxenue Il u Il [IbJIHO HAMMEHOBAHKE

CS Ptiloha II a III Cely nazev

DA | Bilag Il og Ill Fulde navn

DE | Anhang Il und Il Vollstdndiger Name

EL Hapdpmuo IT xou 11 TIApng ovopacio

ES Anexos 1y Il Nombre completo

ET 11 ja 11l lisa Taisnimi

FR Annexes Il et 111 Nom complet

HR | Prilog Il i lll. Puni naziv

HU [ 1l és 111. melléklet Teljes név

IT Allegati Il e Il Nome completo

LV 11 un 111 pielikums Pilns nosaukums

LT 1L ir 111 priedai Vardas ir pavardé

NO | Vedlegg Il og IlI Fullt navn

PL Zatgcznik 11 oraz 111 Imig i nazwisko

PT Anexo Il e lll Nome completo

RO | AnexallsiIII Numele complet

SK Priloha Il a lll Cely nazov

SV Bilaga Il och 111 Fullstdndigt namn

TR Ek Il ve lll Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucano 3a U OT UMETO Ha JlaTta Ha n3naBane
CS Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pé vegne af Udstedelsesdato
DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agovpyia Yroypdoetar yio, Kot €K LEPOLS TOV/TNG Hugpounvia ékdoong
ES Funcién Firmada por, y en nombre de Fecha

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

IT Funzione Firmato a nome e per conto di Data di rilascio
LV Amats Parakstits §adas personas varda Izdosanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas Isdavimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funcéo Assinado e em nome de Data de emissdo
RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Déatum vydania
SV Funktion Undertecknat for och pé uppdrag av Datum for utfardande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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Abbott

EU Declaration of Conformity

EN Supersedes Signature Date of Approval
BG 3amecTBa Ioanuc Jara Ha oj100peHne
CS Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikadiotd Yroypaen Huepounvia £ykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de ’autorisation
HR Zamjenjuje Potpis Datum odobrenja

HU | Hatélytalanitja a kovetkezé dokumentumot: Aldiras Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts Apstiprinasanas datums
LT Pakeiéia ParasSas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

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

SK Nahréadza Podpis Déatum schvélenia
sV Ersétter Namnteckning Datum foér godkénnande
TR | Yerini aldig1 belge Imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha u3aBaHe B cuiia o1/3a (1aTa MM HOMEp Ha MapTHIA)

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

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Témog ékdoong e 1oy and (Huepounvio M ap. moptidog)

ES Expedida en Efectiva (fecha o nimero de lote)

ET Valjaandmise koht Joustumine (kuupdev vai partiinumber)

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

HR Mjesto izdavanja Stupa na shagu (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 Uginnost’ od (d4tum alebo &islo 3arze)

SV Plats for utfardande Verkstalligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)
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Abbott

EU Declaration of Conformity

EN

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

BG

Hue, nonynoanucanuTe, ¢ HACTOSIIOTO JCKJIapUpaMe, Y€ rOpeOHCaHOTO(UTE) MEUIIMHCKO (1) U3/eine(s) 3a HHBUTPO JUAarHOCTHKA OTroBapsi(T) Ha
npuiIokuMuTe pasnopendu Ha Pernmament (EC) 2017/746 na EBponeiickus napaament u Ha ChBeta ot 5 anprt 2017 r. OTHOCHO MEAULMHCKHTE U3/EIIMs 38
MHBUTPO JUarHocTUka. Ta3u pexapanus e HanpaBeHa B cboTBeTcTBHE C [Ipunoxenune [V na Perimamenta 3a IVD u 3a He#HOTO n3jaBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO MPOU3BOAUTEIISAT.

CSs

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

DA

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

DE

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

EL

Epeig, ot vmoypaepovteg, SNAOVOLLE LE TO TAPOV OTL TU TPOUVAPEPOLEVE SIOYVOOTIKE LLTPOTEXVOAOYIKA TTPOTOVTO GUUHOPPAOVOVTUL LE TIG IOXVOVOES
Swata&erg tov Koavoviopoo (EE) 2017/746 tov Evponaikod KowopovAiov kot tov Zvpfovliov g 5™ Ampikiov 2017 oyetikd pe to in vitro Stoyvootikd
TpoTEYVOAOYIKA TpoiovTa. H diwon avtn yiverar ovppova pe to [apdpmpa 1V tov Kavovicpod 1VD kot ekdidetat pe omokhelotikh evfvvn tov
KOTOOKEVOOTH

ES

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

ET

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

FR

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

HR

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

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurépai Parlament és a Tandcs in vitro diagnosztikai
orvostechnikai eszkdzokr6l szo16 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkoz6 rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyartd kizardlagos felel6ssége alapjan keriilt kiadasra.

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

LV

MeEs, apaksa parakstijusies, ar $o pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbi|§t Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemé&rojamajam prasibam par in vitro diagnostikas mediciniskam iericem. St deklaracija ir sagatavota saskana
ar IVD regulas IV pielikumu un par izdosanu atbild vienigi raZotajs.

LT

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

NO

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

PL

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

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnéstico in vitro descritos acima estdo em conformidade com as disposicdes
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. Esta declaracéo é feita em conformidade com o anexo IV do Regulamento 1VD e é emitida sob a exclusiva responsabilidade do fabricante.

RO

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

SK

My, dolupodpisani, tymto vyhlasujeme, Ze diagnosticka(-€) zdravotnicka(-e) pomdcka(-y) uvedena(-¢) vyssie je (su) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych poméckach in vitro. Toto vyhlasenie je v stlade
S Prilohou IV k Nariadeniu IVD a vydava sa na vyhradnt zodpovednost’ vyrobcu.

SV

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

TR

Biz, asagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Yo6netmeligi ile 5 Nisan
2017 tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yénetmeligi Ek IV uyarinca
yapilmistir ve fireticinin miinhasir sorumlulugu altindadir.

End of form
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