
Abbott

List Number

and Size Code

04U4520

04U4530

Basic UDI-DI:

Basic UDI-DI Name:

Risk Class:

EU Declaration of Conformity
038074ARU0445RB

Albumin BCP2

Class B

Product and Trade Name

Albumin BCP2

Albumin BCP2

GMDN Code EMDN Code

59071 W01010201

59071 W01010201

Manufacturer

(Name and Address)
Manufacturer SRN

Authorized Representative

(Name and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)
(Site of Manufactu

(Name and Address)

Notified Body
(Name and Identification Number)

Conformity Assessment Procedure

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

IE-MF-000010070

N/A

N/A

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

TUV SUD Product Service GmbH,

Ridlerstraße 65, 80339 Munich, Germany
Notified Body Number 0123

Quality Management System

Annex IX Chapters I and III,

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

representative samples

EU Certificate No.

No. V12 054869 0013

Common Specifications (CS) N/A

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

Full Name: David Spellman Full Name: Sandra Gallagher
Director Quality Assurance/ Site Quality

Function: Head Function: Manager Regulatory Affairs

Signature:
Signature: S.Gallepler

Date of Approval: 10 SEP 2024 Date of Approval: 09-SEP-2024

Signed for, and on

behalf of: Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

Date Issued: 10 SEP 2024 Place Issued: Lisnamuck, Longford Co. Longford Ireland

Supersedes: 18-May-2023
Effective (Date

or Lot Number): 10 SEp 2024
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Abbott

List Number
and Size Code

04S8720

04S8730

Basic UDI-DI:
Basic UDI-DI Name:

Risk Class:

Manufacturer
(Name and Address)
Manufacturer SRN

EU Declaration of Conformity

Authorized Representative
(Name and Address)

Authorized Representative SRN
Produced by (Site of Manufacture)

(Name and Address)
Notified Body

(Name and Identification Number)

Conformity Assessment Procedure

Common Specifications (CS)

038074ARS0487R5

Alkaline Phosphatase2
Class B

Product and Trade Name

Alkaline Phosphatase2

Alkaline Phosphatase2

GMDN Code EMDN Code

52929 W01010105

52929 W01010105

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

IE-MF-000010070
N/A

N/A

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

TÜV Süd Product Service GmbH Zertifizierstellen,
Ridlerstraße 65 • 80339 Munich Germany
Notified Body Number 0123

Quality Management System
Annex IX Chapters I and III,

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

EU Certificate No.

No. V12 054869 0013

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

Full Name: Siobhan Wright

Director Quality Assurance/Site Quality
Function: Head

Signature: histan Kash
Date of Approval: 16- DEC-1021

Signed for, and on

Full Name: Sandra Gallagher

Function: Manager Regulatory Affairs

Signature: S. Gollagle
Date of Approval: 16-DEC-20211

behalf of: Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland

Date Issued:

Place Issued: Lisnamuck, Longford, Co. Longford,
Ireland

16- DEC-2021

Effective (Date
Supersedes: N/A

or Lot Number): 16- DEC-2021
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a 
Abbott 

Basic UDI-DI: 
Basic UDI-DI Name: 

Risk Class: 

EU Declaration of Conformity 
038074ARS0489R9 
Am lase2 
Class C 

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

04S8920 Amylase2 52940 W01010107 

Manufacturer Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland(Name and Address) 
Manufacturer SRN IE-MF-0000 l 0070

Authorized Representative 
NIA(Name and Address) 

Authorized Representative SRN NIA

Produced by (Site of Manufacture) Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland(Name and Address) 
Notified Body TUY SOD Product Service GmbH,

(Name and Identification Number) Ridlerstraf3e 65, 80339 Munich, Germany
Notified Body Number 0123 
Quality Management System EU Certificate No. 
Annex IX Chapters I and 111, 

Conformity Assessment Procedure Including an assessment of the technical Vl2 054869 0013
documentation for devices concerned on the basis of 
representative samples 

Common Specifications (CS) NIA

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: John Lennon 

Function: Qualit:t Manager 

Signature: r 
__,I;)""'-· \....J.....,-._ 

Date of Approval: ''6 �:s----e.. - 1...-D'l-5'

Signed for, and on 

Full Name: 

Function: 

Signature: 

Date of Approval: 

Sandra Gallaaher 

Manager Regulator:r Affairs 

$- �.g&= 
I Ii:::: -su� -2cJ 2.S: 

behalf of: Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland 

Date Issued: \ '6 -·-s-'--,.-_ -1...o'l..S-

Supersedes: 19 Feb 2024 

Place Issued: Lisnamuck, Longford, Co. Longford Ireland 
Effective (Date 

or Lot Number): \. "6 -'J\..v..� -1..02.S-

Page 1 of9 



3, Longford,











Abbott

List Number

and Size Code

04S9220

04S9230

Basic UDI-DI:

Basic UDI-DI Name:

Risk Class:

EU Declaration of Conformity
038074ARS0492QW

Cholesterol2

Class B

Product and Trade Name

Cholesterol2

Cholesterol2

GMDN Code EMDN Code

53359 W01010205

53359 W01010205

Manufacturer

(Name and Address)
Manufacturer SRN

Authorized Representative

(Name and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)

(Name and Address)Address)

Notified Body
(Name and Identification Number)

Conformity Assessment Procedure

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

IE-MF-000010070

N/A

N/A

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

TUV SUD Product Service GmbH,

Ridlerstraße 65, 80339 Munich, Germany
Notified Body Number 0123

Quality Management System

Annex IX Chapters I and III,

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

EU Certificate NO.

No. V12 054869 0013

Common Specifications (CS) N/A

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

Full Name: David Spellman Full Name: Rosemary McEntire

Director Quality Assurance/ Site Quality
Function: Head

Signature:

Function: Manager Regulatory Affairs

Signature:l'Euline
Date of Approval: 310сT 202 Date of Approval: 310ck 2024

Signed for, and on

behalf of: Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

Date Issued:
Place Issued: Lisnamuck, Longford Co. Longford Ireland31 00 2024

or Lot Number): 31 Oct 2024Supersedes: 25-Sep-2023
Effective (Date

Page 1 of 9



Abbott

Declaration of Conformity

Certificate Identification:

Legal Manufacturer's Name:

Legal Manufacturer's Address:

DOC-7D63-SD DELK TPM

Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and

Size Code of Devices

GMDN
Names and Description of Devices

Code

7D63-22

7D63-42
53006 Creatine Kinase

Authorized European

Representative (name and address)
N/A

Storage site of technical

documentation (name and address)

Classification

Self-declared

Harmonized Standards

Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of

Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.

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: C.Blce Signature: Jffinfenkines
Full Name: Claudia Becker Full Name: Tiffini Jenkins

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: 101e  Jo  202
Date of Approval: qJun-2021

Date Issued: 10-7um-202л
Place Issued: 65205 Wiesbaden, Germany

Supersedes: 26-Feb-2018

Lot Number):KCfetive Date of 1-Jem-2021
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Abbott

List Number

and Size Code

7K59-25

Basic UDI-DI:

Basic UDI-DI Name:

EU Declaration of Conformity
038074ARK0759NP
Ferritir
Ferritin

Risk Class: Class B

Product and Trade Name

7K59-30

7K59-35

7K59-01

7K59-10

Manufacturer

(Name and Address)

GMDN Code EMDN Code

ARCHITECT Ferritin Reagent Kit 61078 W0102070102

ARCHITECT Ferritin Calibrators

ARCHITECT Ferritin Controls

41927 W0102152206

41928 W0102152006

Manufacturer SRN

Authorized Representative
(Name and Address)(Name and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)

(Name and Address)

Notified Body
(Name and Identification Number)

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

IE-MF-000010070

N/A

N/A

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

TUV SUD Product Service GmbH,
Ridlerstraße 65, 80339 Munich Germany

Notified Body Number 0123

Quality Management System

Annex IX Chapters I and III,
Conformity Assessment Procedure Including an assessment of the technical

documentation for devices concerned on the basis of

representative samples

EU Certificate No.

No. V12 054869 0013

Common Specifications (CS) N/A

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic

Medical I Devices. Devices. This This declaration declaration is is mademade in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility
with Anner IV

of the manufacturer.

Full Name: David Spellman Full Name: Sandra Gallagher

Director Quality Assurance/Site Quality
Function: Head

Signature:

23 JAN R025 Date of Approval: 23-JAN-2025

Signature:

Date of Approval:

Signed for, and on

Function: Manager Regulatory Affairs

3.  Callapter

behalf of: Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

Date Issued: Place Issued: Lisnamuck, Longford Co. Longford Ireland23 JAN 2025

or Lot Number): 23 JAN 202sSupersedes: 30 Nov 2023

Effective (Date
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Abbott

EU Declaration of Conformity
Basic UDI-DI:

Basic UDI-DI Name:

List Number and

Risk Class:

038074ARP0174PC

Folate

Class B

Product and Trade Name GMDN Code EMDN Code

Size Code

1P74-25
ARCHITECT Folate Reagent Kit 60982 W0102070103

1274-35

IP74-40 ARCHITECT Folate RBC Lysis Diluent 54455 W01029003

1P74-50 ARCHITECT Folate Manual Diluent 58237 W01029003

1974-01 ARCHITECT Folate Calibrators 41931 W0102152206

1P74-10 ARCHITECT Folate Controls 41932 W0102152006

3P21-60 54455 W01029003

Manufacturer

(Name and Address)

Manufacturer SRN

Authorized Representative

(Name and Address)

Authorized Representative SRN

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

Notified Body
(Name and Identification Number)

Conformity Assessment Procedure

Folate Lysis Reagent

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

IE-MF-000010070

N/A

N/A

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

TÜV Süd Product Service GmbH, Certification Body,
Ridlerstraße 65, 80339 Munich, Germany
Notified Body Number 0123

Quality Management System

Annex IX Chapters I and III,

Including an assessment of the technical

documentation for devices concerned on the basis of
renrecentative samnle
representative samples

EU Certificate No.

No. V12 054869 0013

Common Specifications (CS) N/A

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of theParliament and of the Council of 5 April 2017 on In Vitro Diagnostic
rois 

Medical Devices. This declaration is made in accordance with Annex IV of  the IVD Regulation and is issued under the sole
responsibility of the manufacturer.

Full Name: David Spellman Full Name: Sandra Gallagher

Director Quality Assurance/Site Quality
Function: Head

Signature: Signature:

Function: Manager Regulatory Affairs

3. Callgler
Date of Approval: 23 5AN 2024 Date of Approval: 19-JA-2024

Signed for, and on

alf of: Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Irelandbehalf of:

Date Issued: 23 5AN 2024

Supersedes: 30 Nov 2022

Place Issued:

Effective (Date

Lisnamuck, Longford, Co. Longford,
Ireland

or Lot Number): 23 SAN 2024
Page 1 of 9



Abbott

List Number

and Size Code

04T0020

04T0020

Basic UDI-DI:

Basic UDI-DI Name:

Risk Class:

Manufacturer

(Name and Address)

Manufacturer SRN

Authorized Representative

(Name and Address)
Authorized Representative SRN

Produced by (Site of Manufacture)

(Name and Address)

Notified Body
(Name and Identification Number)

EU Declaration of Conformity
038074ART0400QA
Gamma-Glutamyl Transferase2

Class C

Product and Trade Name

Gamma-Glutamyl Transferase2

Gamma-Glutamyl Transferase2

GMDN Code EMDN Code

53027 W01010116

53027 W01010116

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

IE-MF-000010070

N/A

N/A

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

TÜV SÜD Product Service GmbH,

Ridlerstraße 65, 80339 Munich, Germany
Notified Body No. 0123

Quality Management System EU Certificate No.

Annex IX Chapters I and III,
Conformity Assessment Procedure Including an assessment of the technical

documentation for devices concerned on the basis of
tation for de

representative samples

V12 054869 0013

N/ACommon Specifications (CS)

We, the undersigned, hereby declare that t the the in in vitrovitro 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 responsibilinof the IVD Regulation and is issued under the sole responsibility
of the manufacturer.

Full Name: David Spellman

Function: Director Quality/Site Quality Head

Full Name: Rosemary McEntire

Function: Manager Regulatory Affairs

Signature: l'Eutine
19AuG 2025 Date of Approval: 18 AAugust 2025

Signatine:Ri
Date of Approval:

Signed for, and on

behalf of: Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

Date Issued: Place Issued: Lisnamuck, Longford, Co. Longford Ireland14 AuG6 2025
Effective (Date

Supersedes: 22 May 2024 or Lot Number): 19 AuG 2025

Page 1 of 10



Abbott

Declaration of Conformity

Certificate Identification:

Legal Manufacturer's Name:

Legal Manufacturer's Address:

DoC-3L82-SD DELK TPM

Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and

Size Code of Devices

GMDN

Code Names and Description of Devices Classification

3L82-22

3L82-42
53301 Glucose Self-declared

Authorized European

Representative (name and address)
N/A

Storage site of technical

documentation (name and address)

Sekisui Diagnostics P.E.I. Inc. 70 Watts Avenue, Charlottetown, Prince Edward
Island C1E 2B9. Canada.

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.

C. BecesSignature: Signature: Iffini fenkine
Full Name: Claudia Becker Full Name: Tiffini Jenkins

Position: Director Quality Assurance

Date of Approval: 22 22 Jul 7ul 20212021

Position: Manager Regulatory Affairs

Date of Approval: 11-Jul-2021

Date Issued: 22-Jul-2021
Place Issued: 65205 Wiesbaden, Germany

Supersedes: 26-Feb-2018

Effective (Date or

Lot Number): 22-Jul-202A



Abbott

EU Declaration of Conformity
038074ART0402QEBasic UDI-DI:

Basic UDI-DI Name:

Risk Class:

Iron2

Class B

List Number

and Size Code

04T0220

Product and Trade Name

Iron2

GMDN Code EMDN Code

54758 W01010216

54758 W0101021604T0230

Manufacturer

(Name and Address)
Manufacturer SRN

Authorized Representative

(Name and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)

(Name and Address)

Notified Body
(Name and Identification Number)

Conformity Assessment Procedure

Iron2

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

IE-MF-000010070

N/A

N/A

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

TUV SUD Product Service GmbH, Certification Body,
Ridlerstraße 65, 80339 Munich Germany
Notified Body Number 0123

Quality Management System

Annex IX Chapters I and III,

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

representative samples

EU Certificate NO.

No. V12 054869 0013

Common Specifications (CS) N/A

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

responsibility of the manufacturer.

Full Name: David Spellman

Director Quality Assurance/Site Quality
Function: Head

Signature:

Date of Approval:

Signed for, and on

behalf of:

Date Issued:

Supersedes:

21 Nov 2023

Full Name: Rosemary McEntire

Function: Manager Regulatory Affairs

Signature:al'futine

Date of Approval: 21NNov 2023

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

21 NoV 2023
09 December 2021

Lisnamuck, Longford, Co. Longford,
Place Issued: Ireland

Effective (Date
or Lot Number): 21 Nou 2023

Page 1 of 9



Abbott

Basic UDI-DI:

Basic UDI-DI Name:

EU Declaration of Conformity
038074ART0403QG

Lactate Dehydrogenase2

Risk Class: Class C

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

04T0320 Lactate Dehydrogenase2 53072 W01010119

04T0330 Lactate Dehydrogenase2 53072 W01010119

Manufacturer Abbott Ireland

(Name and Address) Diagnostics Division

Manufacturer SRN

Authorized Representative
(Name and Address)

Authorized Representative SRN

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

Notified Body

(Name and Identification Number)

Conformity Assessment Procedure

Lisnamuck, Longford

Co. Longford
Ireland

IE-MF-000010070

N/A

N/A

Abbott Ireland

Diagnostics Division

Lisnamuck, Longford

Co. Longford
Ireland

TÜV SÜD Product Service GmbH,

Ridlerstraße 65, 80339 Munich, Germany

Notified Body Number 0123

Quality Management System

Annex IX Chapters I and III.

Including an assessment of the technical

documentation for devices concerned on the basis of

EU Certificate No.

No. V12 054869 0013

representative samples

Common Specifications (CS) N/A

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

IV of the IVD Regulation and is issued under the sole responsibility
of the manufacturer.

Annex

Full Name: Joe Murray

Function: Director Quality/Site Quality Head

Signature:

Date of Approval: 13 0t 2025

Signed for, and on

behalf of:

Date Issued: 13 oot 2025

Full Name:

Function:

Signature

Date of Approval:

Rosemary McEntire

Associate Director, Regulatory Affairs

Mfte

130cr 2025

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

Supersedes: 14 Dec 2021

Place Issued:Place issued:

Effective (Date

or Lot Number):

Lisnamuck, Longford, Co. Longford, Ireland

13 Oct 2025

Page 1 of 10



(na

Wiesbaden, Germany

We, the undersigned, hereby declare that the
the CE marking, conform with the applicable
Parliament and of the Council of 27 October

transposed into the laws of the member states

E

gnostic medical devices described above and be
of the EC Directive 98/79/EC of the European

Vitro Diagnostic Medical Devices as they are

al

8-SEP-207 8-SEV-2017

S

SEP









Abbott

Declaration of Conformity

Certificate Identification:

Legal Manufacturer's Name:

Legal Manufacturer's Address:

DOC-1E66-SD DELK TPM

Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and

Size Code of Devices

GMDN
Names and Description of Devices

Code

1E66-05 41830 Bilirubin Calibrator

Authorized European

Representative (name and address)
N/A

Storage site of technical

documentation (name and address)

Microgenics Corporation

46500 Kato Road

Fremont, CA 94538 USA

Classification

Self-declared

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.

C JeSignature: Signature: Jeffin fenkins
Full Name: Claudia Becker Full Name: Tiffini Jenkins

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: 237un 2021
28  Jaa

Date of Approval: 15-Jun-2021

Date Issued: 23-Jun-2021

Place Issued: 65205 Wiesbaden, Germany

Supersedes: 26-Feb-2018

Effective (Date or

Lot Number): 23- Jun-2021



Abbott

Certificate Identification:

Declaration of Conformity

Legal Manufacturer's Name:

Legal Manufacturer's Address:

DOC-1E78-SD DELK TPM

Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and
Size Code of Devices

GMDN

Code Names and Description of Devices Classification

1E78-04 30505 Specific Proteins Multiconstituent Calibrator Self-declared

Authorized European
Representative (name and address)

Storage site of technical

documentation (name and address)

Harmonized Standards

N/A

NITTOBO MEDICAL CO., LTD. MEDICAL DEVELOPMENT CENTER, 1
Shiojima, Fukuhara, Fukuyama-Machi, Koriyama- City, Fukushima-Pref. 963-
8061 Japan.

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 EuropeanParliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they aretransposed 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 soleresponsibility of the manufacturer.

Signature: C. Becias
Full Name: Claudia Becker

Position:

Date of Approval: 227.200

Director Quality Assurance

Signature: lffnifentins
Full Name: Tiffini Jenkins

Position: Manager Regulatory Affairs

Date of Approval: 11-Jul-2021

Date Issued: 22-yul-2020.
Place Issued: 65205 Wiesbaden, Germany

Supersedes:

Effective (Date or

13-Sep-2019

Lot Number): 22-Jul-2021



Abbott

Basic UDI-DI:

Basic UDI-DI Name:

Risk Class:

EU Declaration of Conformity

038074ARV0002QG

Consolidated Chemistry Calibrator

Class C

List Number

and Size Code

04V1501

Manufacturer

(Name and Address)

Manufacturer SRN

Authorized Representative

(Name and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)

(Name and Address)

Notified Body

(Name and Identification Number)

Conformity Assessment Procedure

Product and Trade Name

Consolidated Chemistry Calibrator

Abbott Ireland,

Diagnostics Division,

Lisnamuck, Longford,
Co. Longford,
Ireland

IE-MF-000010070

N/A

N/A

Randox Science Park

30 Randalstown Road,

Antrim

BT41 4FL

United Kingdom

TÜV SÜD Product Service GmbH,

Ridlerstraße 65, 80339 Munich, Germany
Notified Body No. 0123

Quality Management System

Annex IX Chapters I and III,

Including an assessment of  the technical

documentation for devices concerned on the basis of

representative samples

Common Specifications (CS) N/A

GMDN Code EMDN Code

47868 W0101050399

EU Certificate No.

V12 054869 0013

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: Joe Murray

Function: Director Quality/Site Quality Head

Signature: S

Date of Approval: 04 Nov 2025

Signed for, and on

Full Name: Rosemary McEntire

Function: Associate Director Regulatory Affairs

Signatine.Nfutivne
Date of Approval: 04 Nov 2025

behalf of: Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford, Ireland

Date Issued: 04 Nou 2025

Supersedes: 19 December 2024

Lisnamuck, Longford, Co. Longford,
Place Issued: Ireland

Effective (Date

or Lot Number): 04 Nov 2025
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a 
Basic UDI-DI: 

Basic UDI-DI Name: 
Risk Class: 

List Number 
and Size Code 

04T0720 

04T0730 

Manufacturer 
<Name and Address) 

Maaufacturer SRN 
Authorized Represeatative 

<Name and Addreu) 
Authorlud Representative SRN 

Produced by (Site of Manufacture) 
<Name and Addral) 

Notified Body 
(Name and ldeotHkation Number) 

Conformity Assessment Procedare 

Common Specifications (CS) 

EU Declaration of Conformity 
038074ART0407QQ 
Phosphorus2 
Class B 

Product and Trade Name 

Phosphorus2 

Phospborus2 

GMDNCode EMDNCode 

59123 W01010307 

59123 W01010307 

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

IE-MF-000010070 
N/A 

N/A 
Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland 

TUY Siid Product Service GmbH Certification Body, 
Ridlerstra6e M • 80339 Munich, Germany 
Notified Body Number 0123 
Quilty Maugemeat System EU Certificate No. 
Annex IX Chapters I and Ill, No. VI 2 054869 00 I 3 

Including an assessment of the technical 
documentation for devices concerned on the basis of 
reoresentative samples 
N/A 

We, the undersigned, hereby declare that the in vitro diagnostic medical dcvicc(s) described above conform with the applicable 
provisions of the Regulation (EU) 2017n46 oftbe European Parliament and of the Council of5 April 2017 on In Vitro Diagnostic 
Medical Devices. Thia declaratio■ 11 made la aceorda■ce with Anna IV of the IVD Rqulatloa and Is Issued under the sole 
responsibility oftbe manufacturer. 

Full Name: David Spellman 

Function: Director Quality Assurance/ Site Quality 
Head . 

Signature: ~ ~- ~-----------

Date of Approval: _/'-i'--_,_/4----'ft--'--1/l __ "l..a_Z.--=3,'----__ _ 

Signed for, and on 

Full Name: Sandra Gallagher 

Function: 
Manager Regulatory Affairs 

Signature: _........,.,Sa..:..•.Jo~ ....... --=------­

Datc of Approval: __ _,l .... 1;,...--L.ltelLL.L~.=.-__.21:J-.a..2 ....... ::I'-'•'------

behalf of: Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longfonl Ireland 

Date lsmicd: 

Supersedes: NIA ---------- ---------

Place Issued: Lisnamuck, Longford, Co. Longford, 
Ireland 

Effective (Date 
or Lot Number): ___ /....:..7__,_&....:.r....,~ _ _ 'e.P_'Z....,3 _____ _ 







ABBOTT

Declaration of Conformity

Certificate Identification:

Legal Manufacturer's Name:

Legal Manufacturer's Address:

04T10

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers

and Size Code

of Devices

GMDN Code
Names and Description of Devices Classification

04T1020 53462 Triglyceride2

04T1030 53462 Triglyceride2

Self-declared

Self-declared

Authorized European

Representative (name and address)
Not Applicable

Storage of technical documentation

(name and address)

Harmonized Standards

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.

Longford, Ireland.

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:
Full Name

(printed):

Position:

liddhow wngh
Siobhan Wright

Silee
Full Name

Thomas Breslin
(printed):

Position:
Director Quality Assurance/

Site Quality Head

Manager Regulatory Affairs

25-JUNE - 2021Date of 24-JuN- 2021
Approval:

Date of

Approval:

Date Issued: 24-JuN-2021

Supersedes: Not Applicable Effective Date:

Place Issued: Abbott Ireland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, Ireland.

25-JUNE -2021



ABBOTT

Declaration of Conformity

Certificate Identification:

Legal Manufacturer's Name:

Legal Manufacturer's Address:

04T12

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers

and Size Code

of Devices

GMDN Code
Names and Description of Devices Classification

04T1220 53590 Urea Nitrogen2

04T1230 53590 Urea Nitrogen2

Self-declared

Self-declared

Authorized European

Representative (name and address)

Not Applicable

Storage of technical documentation

(name and address)

Harmonized Standards

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

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: frobhar Augh Signature:
Full Name

Siobhan Wright
Full Name

(printed):

Position:
Director Quality Assurance/

Site Quality Head

(printed):

Position:

honaie litey
Lorraine Whitney

Director Regulatory Affairs

Date of 22- feb-1021

Approval:

Date of

Approval:

22 Feb 2021

Date Issued: 22-Fe6-2021 Place Issued: Abbott Ireland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, Ireland.

Supersedes: 23 June 2020 Effective Date: 22 Feb 2021



Legal

nfo

laws

devices



Abbott

Certificate Identification:

Declaration of Conformity

DoC-09P08- AIDD Sligo

Legal Manufacturer's Name:

Legal Manufacturer's Address:

Abbott Ireland Diagnostics Division

Finisklin Business Park, Sligo, Ireland

List Numbers

and Size Code

of Devices

GMDN Code Names and Description of Devices Classification

09P0825 54393 TRAb Reagent Kit

09P0835 54393 TRAb Reagent Kit

09P0801 42079 TRAb Calibrators

09P0810 42080 TRAb Controls

Self-declared

Self-declared

Self-declared

Self-declared

Authorized European N/A

Representative (name and address)

Storage site of technical

documentation (name and address)
Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland.

Department: Regulatory Affairs.

Listed in the Technical DocumentationHarmonized Standards

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:

Full Name:

Signature:

Full Name:
Joe Murray Noel Haren

Position: Director Quality Assurance/Site

Quality Head

Position:
Manager Regulatory Affairs

Date of Approval: 15 Jun 2021 Date of Approval: 15 Jun 2021

Date Issued: 15 Jun 2021 Place Issued: AIDD Sligo

Effective (Date or

Supersedes: Not applicable Lot Number): 15 Jun 2021
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Abbott

EU Declaration of Conformity

Basic UDI-DI Name:

Basic UDI-DI: 038074SL10002T5

ARCHITECT Probe Conditioning Solution

Risk Class: Class A

List Number

and Size Code
Product and Trade Name

1L56-40 ARCHITECT Probe Conditioning Solution

Manufacturer

(Name and Address)

Manufacturer SRN

Authorized Representative

(Name and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)

(Name and Address)

Abbott Ireland

Diagnostics Division

Finisklin Business Park

Sligo, Ireland
IE-MF-000009849

N/A

N/A

Abbott Ireland

Diagnostics Division

Finisklin Business Park

Sligo, Ireland

Annex II and III

GMDN Code EMDN Code

59058 W0201020185

Conformity Assessment Procedure

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

Function: Manager Regulatory Affairs

Signature:ю.гe

Date of Approval: Is J 2022

Signed for, and on

behalf of: Abbott Ireland Diagnostics Division, Sligo

Date Issued: 1S JJW 2022

Supersedes: 23 May 2022

Full Name: Joe Murray

Function: Director Quality Assurance

Signature: Ste

Date of Approval: 15 Jul 2022

Place Issued: Sligo. Ireland

Effective (Date

15 Jul 2022or Lot Number):



EU
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Abbott

EU Declaration of Conformity

Basic UDI-DI:

Basic UDI-DI Name:

038074SLI0002T5

ARCHITECT Concentrated Wash Buffer

Risk Class: Class A

List Number

and Size Code
Product and Trade Name GMDN Code EMDN Code

6C54-58 ARCHITECT Concentrated Wash Buffer 58236 W0201020185

6C54-82 ARCHITECT Concentrated Wash Buffer 58236 W0201020185

6C54-88 ARCHITECT ARM Concentrated Wash Buffer 58236 W0201020185

Manufacturer Abbott Ireland

(Name and Address) Diagnostics Division
Finisklin Business Park

Sligo, Ireland
IE-MF-000009849Manufacturer SRN

Authorized Representative

(Name and Address)

Authorized Representative SRN

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

Conformity Assessment Procedure

N/A

N/A

Abbott Ireland

Diagnostics Division

Finisklin Business Park

Sligo, Ireland
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

Function: Manager Regulatory Affairs

Signature:wzе

Date of Approval: Is Jul 2022
Signed for, and on

behalf of: Abbott Ireland Diagnostics Division, Sligo

Date Issued: IS Jul 2022

Supersedes: 23 May 2022

Full Name: Joe Murray

Function: Director Quality Assurance

Signature: Se
Date of Approval: 15 Jul 2022

Place Issued: Sligo, Ireland

Effective (Date

or Lot Number): Is Jul 2022



Abbott

EU Declaration of Conformity

Basic UDI-DI:

Basic UDI-DI Name:

038074SLI0002T5

ARCHITECT Trigger Solution

Risk Class: Class A

List Number

and Size Code
Product and Trade Name

6C55-63 ARCHITECT Trigger Solution

6C55-85 ARCHITECT Trigger Solution

Manufacturer

(Name and Address)

Abbott Ireland

Diagnostics Division

Finisklin Business Park

Sligo, Ireland

Manufacturer SRN

GMDN Code EMDN Code

58793 W0201020185

58793 W0201020185

Authorized Representative
(Name and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)

(Name and Address)

Conformity Assessment Procedure

IE-MF-000009849

N/A

N/A

Abbott Ireland

Diagnostics Division

Finisklin Business Park

Sligo, Ireland

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

Function: Manager Regulatory Affairs

Signature:ое

Date of Approval: 1s Jul 2022
Signed for, and on

behalf of: Abbott Ireland Diagnostics Division, Sligo

Date Issued: IS Jul 2022

Supersedes: 23 May 2022

Full Name: Joe Murray

Function: Director Quality Assurance

Signature: Se

Date of Approval: 15 Sul 2022

Place Issued: Sligo, Ireland

Effective (Date

or Lot Number): (S Jul 2022
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