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Abbott

Basic UDI-DI:

Basic UDI-DI Name:

EU Declaration of Conformity
038074AIP0934LK

Alinity i Anti-Tg
Class B

Product and Trade Name

Risk Class:

List Number

and Size Code

09P3420 Alinity i Anti-Tg Reagent Kit

09P3401 Alinity i Anti-Tg Calibrators

09P3410 Alinity i Anti-Tg Controls

Manufacturer

(Name and Address)

Abbott Ireland

Diagnostics Division

Finisklin Business Park

Sligo

Ireland

IE-MF-000009849

GMDN Code EMDN Code

58728 W0102100303

55199 W0102100303

55200 W0102100303

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

Common Specifications (CS)

Not Applicable

Not Applicable

Reagents:

Bulk:

Fisher Diagnostics, A Div. of Fisher

Scientific Company, LLC

A Part of Thermo Fisher Scientific, Inc.

8365 Valley Pike, Middletown VA 22645
USA

Fill/Finish:

Abbott Ireland

Diagnostics Division

Finisklin Business Park

Sligo
Ireland

Calibrators, Controls:

Fisher Diagnostics, A Div. of Fisher

Scientific Company, LLC
A Part of Thermo Fisher Scientific, Inc.

8365 Valley Pike, Middletown VA 22645

USA

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

representative samples

Not Applicable

EU Certificate No.

V12 001922 0024



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: Associate Director Regulatory Affairs

Signature:че

Date of  Approval: 26 Fe 202s
Signed for, and on

behalf of: Abbott Ireland Diagnostics Division, Sligo

Date Issued: 26 Fcb 2025

Supersedes: 23 October 2024

Full Name: Joe Murray

Function: Director Quality Assurance/ Site Quality
Head

Signature:Sse

Date of Approval: 24 Feb 2025

Place Issued: Sligo Ireland

Effective (Date

or Lot Number): 2t Feb 2025



Abbott

038074AIP0935LMBasic UDI-DI:

EU Declaration of Conformity

Basic UDI-DI Name: Alinity i Anti-TPО

Risk Class: Class B

List Number

and Size Code
Product and Trade Name

09P3522 Alinity i Anti-TPO Reagent Kit

09P3501 Alinity i Anti-TPO Calibrators

09P3510 Alinity i Anti-TPO Controls

Manufacturer Abbott Ireland

(Name and Address) Diagnostics Division

GMDN Code EMDN Code

58729 W0102100301

55210 W0102152211

55211 W0102152011

Manufacturer SRN

Authorized Representative

(Name and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)

(Name and Address)

Finisklin Business Park

Sligo
Ireland

IE-MF-000009849

Not Applicable

Not Applicable

Reagents:

Bulk:

Fisher Diagnostics, A Div. of Fisher

Scientific Company, LLC

A Part of Thermo Fisher Scientific, Inc.

8365 Valley Pike, Middletown VA 22645

USA

Calibrators, Controls:

Fisher Diagnostics, A Div. of Fisher

Scientific Company, LLC

A Part of Thermo Fisher Scientific, Inc.

8365 Valley Pike, Middletown VA 22645

USA

Fill/Finish:

Abbott Ireland

Diagnostics Division

Finisklin Business Park

Sligo
Ireland

Notified Body

(Name and Identification Number)

Conformity Assessment Procedure

Common Specifications (CS)

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

representative samples

Not Applicable

EU Certificate No.

V12 001922 0024



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: Thomas McDonagh

Function: Associate Director Regulatory Affairs

Signature: Thorб
Date of Approval: 26Nou26N00 2024
Signed for, and on

behalf of: Abbott Ireland Diagnostics Division, Sligo

Date Issued: 26 Na 2024

Supersedes: 16 March 2023

Full Name: Joe Murray

Function: Director Quality Assurance/ Site Quality
Head

Signature: Se
Date of Approval: 26 Now 2024

Place Issued: Sligo Ireland

Effective (Date

or Lot Number): 26 Nou 7024
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Abbott EU Declaration of Conformity

Basic UDI-DI: 038074AIP0849LT

Basic UDI-DI Name: Alinity i CA 125 II

Risk Class: Class C

List Number

and Size Code
Product and Trade Name GMDN

Code

EMDN Code

08P4920 Alinity i CA 125 II Reagent Kit (2 x 100 Tests) 54588 W0102030106

08P4930 Alinity i CA 125 II Reagent Kit (2 x 500 Tests) 54588 W0102030106

08P4901 Alinity i CA 125 II Calibrators 38231 W0102152205

08P4910 Alinity i CA 125 II Controls 38230 W0102152005

Manufacturer

(Name and Address)
Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Manufacturer SRN DE-MF-000009455

Authorized Representative

(Name and Address)
N/A

Authorized Representative SRN N/A

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

Fujirebio Diagnostics, Inc., 201 Great Valley Parkway, Malvern, PA 19355
USA

Notified Body

(Name and Identification Number)
TÜV SÜD Product Service GmbH, Certification Body,

Ridlerstraße 65, 80339 Munich, Germany

EU Certificate No.

No. V12 0100510137
Conformity Assessment Procedure

Common Specifications (CS)

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

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: Claudia Becker

Function: Director Quality Assurance

C. seclesSignature:

Date of Approval: 15 Mar 2024
Signed for, and on

behalf of: Abbott GmbH, Wiesbaden, Germany

Date Issued: 15 MQV 2024

Full Name: Susanne Ulrich

Function: Assoc. Director Regulatory Affairs

ae fas l
e

Date of  Approval: 12/1 /2024

Place Issued: 65205 Wiesbaden, Germany

Supersedes: 03-Mar-2023

Effective (Date
or Lot Number): 15 MQr 2024



C

/71

atory



Page 1 of 11 

EU Declaration of Conformity 
Basic UDI-DI:  038074AIP0762LE 

Basic UDI-DI Name:  Alinity i CEA 
Risk Class:   Class C 

List Number 
and Size Code 

Product and Trade Name GMDN Code EMDN Code 

07P6220 Alinity i CEA Reagent Kit 54615 W0102030112 

07P6230 Alinity i CEA Reagent Kit 54615 W0102030112 

07P6201 Alinity i CEA Calibrators 38174 W0102152205 

07P6210 Alinity i CEA Controls 38173 W0102152005 

Manufacturer 
(Name and Address) 

Abbott Ireland  
Diagnostics Division 
Finisklin Business Park 
Sligo 
Ireland 

Manufacturer SRN IE-MF-000009849 
Authorized Representative 

(Name and Address) 
N/A 

 Authorized Representative SRN N/A 
Produced by (Site of Manufacture) 

(Name and Address) 
Abbott Ireland  
Diagnostics Division 
Finisklin Business Park 
Sligo 
Ireland 

Notified Body 
(Name and Identification Number) 

TÜV SÜD Product Service GmbH 
Ridlerstraße 65 
80339 Munich 
Germany 
Notified Body Number 0123 

Conformity Assessment Procedure 

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. 

V12 001922 0024 

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: Noel Haren

Function: Associate Director Regulatory Affairs

Signature: Nal e

Date of Approval: 18 Ma 2026

Full Name: John Lennon

Function: Director Quality Assurance

Signature: Non и

Date of Approval: 18 mAR 2026

Signed for, and on

behalf of: Abbott Ireland Diagnostics Division, Sligo

Date Issued: 18-AR- 2026

Supersedes: 18 December 2024

Place Issucd: Sligo, Ireland

Effective (Date

or Lot Number): 18- AR- 2026
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Abbott

Declaration of Conformity

Certificate Identification:

Legal Manufacturer's Name:

Legal Manufacturer's Address:

DoC-08P06-AII DELK

Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and

Size Code of Devices

GMDN
Names and Description of Devices Classification

Code

08P0623 48366 Alinity i Anti-HCV Reagent Kit (2 x 100 Tests) Annex II List A

08P0633 48366 Alinity i Anti-HCV Reagent Kit (2 x 500 Tests) Annex II List A

08P0602 41972 Alinity i Anti-HCV Calibrator Annex II List A

08P0611 41973 Alinity i Anti-HCV Controls Annex II List A

Authorized European
N/A

Representative (name and address)

Notified Body (name and address)
TÜV SÜD Product Service GmbH, Ridlerstraße 65, 80339 Munich, Germany

Notified Body number

Approval Certificate No.

TÜV SÜD: 0123

TÜV SÜD: V7 010051 0112

Storage site of technical

documentation (name and address)
Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany.

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 IV of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

CBRIKSSignature: Signature: anne l
Full Name: Claudia Becker Full Name: Susanne Ulrich

Position: Director Quality Systems Position: Assoc. Director Regulatory Affairs

Date of Approval: 28 Apt 2022 Date of Approval: 28/ A/2022
Date Issued: 28-ARIL-2022

Place Issued: 65205 Wiesbaden, Germany

Supersedes: 03-Aug-2021

Effective (Date or

Lot Number): 28/ Api1/2022.



Abbott IVDD Declaration of Conformity Attribute Update Letter
Number: 1

List Number and Size Code Name and Descriptions of Devices GMDN Code

07P5020 Alinity i Estradiol Reagent Kit 60979

07P5030

07P5001 Alinity i Estradiol Calibrators 38249

07P5010 Alinity i Estradiol Controls 38248

07P5040 Alinity i Estradiol Manual Diluent 58237

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

Authorized European N/A

Representative

(Name and Address)

Storage Site of Technical Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford, Ireland.
Documentation

(Name and Address)

This letter must be used in conjunction with the Declaration of Conformity issued in accordance with In Vitro Diagnostic Directive
98/79/EC.

IVD Directive 98/79/EC

Declaration of Conformity

Identification

Description of updated
attributes from IVD Directive

98/79/EC Declaration of

Conformity

07P50_Alinity_Estradiol_EU_DOC effective date 07Jan2021

Update to GMDN Code.

GMDN Code 58208 was made obsolete by GMDN. This has been replaced with new GMDN Code

58237 for 07P5040 Alinity I Estradiol Manual Diluent.

This letter documents that the device listed above continues to comply with the In Vitro Diagnostic Directive 98/79/EC and meets the

applicable transitional provisions of Regulation (EU) 2022/112 of the European Parliament and the Council of 25 January 2022 and is

considered a non-significant change per MDCG 2022-6 (Guidance on significant changes regarding the transitional provision under
Article 110(3) of the IVDR).

Full Name: David Spellman

Function:

Signature:

Date of

Approval:

Director Quality Assurance/Site Quality Head

21 Nov 2023

Full Name: Rosemary McEntire

Function: Manager Regulatory Affairs

Signature:

Date of

Approval:

Place Issued:

&M'Entinе
2INO2023
Lisnamuck, Longford, Co. Longford,
IrelandDate Issued: 21 NoV 2023

Effective (Date
or Lot Number): 21 Nou 2022



Abbott

EU Declaration of Conformity

List Number

and Size Code

Basic UDI-DI:

Basic UDI-DI Name:

Risk Class:

038074AIP0769LU

Free T3

Class B

Product and Trade Name

07P6920

07P6930

07P6901

07P6910

Alinity Free T3 Reagent Kit

Alinity Free T3 Calibrators

Alinity Free T3 Controls

GMDN Code EMDN Code

54417 W01020401

38261 W0102152208

54418 W0102152008

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

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

IE-MF-0000100700

N/A

N/A

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

TÜD SÜD Product Service GmbН,

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: Gillian O'Sullivan

Function: Manager Quality Assurance

Signature: OSl

Full Name: Rosemary McEntire

Function: Manager Regulatory Affairs

SignatureMcEutre
Date of Approval: 02-Jul 2025 Date of Approval: 02Jul 202S

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

Date Issued: 02 Jul. 2025

Supersedes: 21 Dec 2023

Place Issued: Lisnamuck, Longford Co. Longford Ireland

Effective (Date

or Lot Number): 02-Jul.2025

Page 1 of 9



Abbott

Basic UDI-DI:

EU Declaration of Conformity
038074AIP0770LD

Basic UDI-DI Name: Free T4

Risk Class: Class B

List Number

and Size Code

07P7020

07P7030

07P7001

07P7010

Product and Trade Name GMDN Code EMDN Code

Alinity i Free T4 Reagent Kit 54413 W01020402

Alinity i Free T4 Calibrators 38259 W0102152208

Alinity i Free T4 Controls 38258 W0102152008

Manufacturer Abbott Ireland

(Name and Address) Diagnostics Division

Lisnamuck, Longford

Manufacturer SRN

Authorized Representative
(Name and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)

(Name and Address)

Co. Longford
Ireland

IE-MF-000010070

N/A

N/A

Abbott Ireland

Diagnostics Division

Lisnamuck, Longford

Co. Longford
Ireland

Notified Body TÜV SÜD Product Service GmbН,
(Name and Identification Number) Ridlerstraße 65, 80339 Munich, Germany

Notified Body Number 0123

Quality Management System EU Certificate No.

Annex IX Chapters I and III, No. V12 054869 0013
Conformity Assessment Procedure Including an assessment of the technical

documentation for devices concerned on the basis of

representative samples

Common Specifications (CS)

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 of thethe Council of 5 April 2017 on In Vitro Diagnostic Medical Devices. This declaration is mad in accordance with Anneх

ordance with

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

Full Name: Joe Murray

Function: Director Quality/Site Quality Head

Signature:e

Full Name: Rosemary McEntire

Function: Associate Director Regulatory Affairs

Signature:

Date of Approval:

lfuteel

10Mar 2026Date of Approval: 10 Man 2026

Signed for, and on

behalf of:

Date Issued: 10 Mar 2026

Supersedes: 07 Nov 2024

Abbott Ireland Diagnostic Division Lisnamuck, Longford Co. Longford Ireland

Place Issued: Lisnamuck, Longford Co. Longford Ireland
octiva (Da

Effective (Date
or Lot Number): 10 Mon 2026
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Abbott

EU Declaration of Conformity
Basic UDI-DI: 038074AIP0749LN

List Number

and Size Code

Basic UDI-DI Name: FSH

Risk Class: Class B

Product and Trade Name

07P4920

07P4930

07P4901

07P4910

GMDN Code EMDN Code

Alinity i FSH Reagent Kit 54187 W0102050104

Alinity i FSH Calibrators 38255 W0102152208

Alinity i FSH Controls 38254 W0102152008

Manufacturer Abbott Ireland

(Name and Address) Diagnostics Division
Iisnamuck
Lisnamuck, Longford

Manufacturer SRN

Authorized Representative

(Name and Address)
RN

Authorized Representative SRN

Produced by (Site of Manufacture)

(Name and Address)

Co. Longford
Ireland

IE-MF-000010070

N/A

N/A

Abbott Ireland

Diagnostics Division

Lisnamuck, Longford
Co. Longford. 

Ireland

Notified Body
(Name and Identification Number)

TUV SUD Product Service GmbH,

Ridlerstraße 65, 80339 Munich, Germany
Notified Body Number 0123

Quality Management System EU Certificate No.

Annex IX Chapters I and III, No. V12 054869 0013

Conformity Assessment Procedure Including an assessment of the technical

documentation for devices concerned on the basis of

representative samples
N/ACommon Specifications (CS)

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 nent and and of of the the Council Council of of 5 5 April April 20172017 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:

Date of Approval: 10 De 2025

Signed for, and on

Date Issued:

Supersedes: 03 April 2024

behalf of:

Full Name: Rosemary McEntire

Function: Associate Director Regulatory Affairs

Signature:Mtutene
Date of Approval: 10 Der 2025

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

10 Dee 2025 Place Issued: Lisnamuck, Longford Co. Longford Ireland
Effective (Date
or Lot Number)
or Lot Number): 10 Dec 2025

Page 1 of 10



Abbott

Certificate Identification:

Declaration of Conformity

DoC-08P10-AIDD Sligo

Legal Manufacturer's Name:

Legal Manufacturer's Address:

Abbott Ireland Diagnostics Division

Finisklin Business Park, Sligo, Ireland

List Numbers and Size GMDN Code Names and Description of Devices Classification

Code of Devices

08P1022 48321 Alinity i HBsAg Qualitative II Reagent Kit Annex II List A

08P1032 48321 Alinity i HBsAg Qualitative II Reagent Kit Annex II List A

08P1001 41999 Alinity i HBsAg Qualitative II Calibrators Annex II List A

08P1010 42000 Alinity i HBsAg Qualitative II Controls Annex II List A

Authorized European

Representative (name and address)

Notified Body (name and address)

N/A

TÜV SÜD Product Service GmbH

Ridlerstraße 65

80339 Munich

Notified Body number

Approval Certificate No.

Storage site of technical

documentation (name and address)

Harmonized Standards

Germany

0123

V7 0019220015

Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland

Department: Regulatory Affairs
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 IV of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature:

Full Name:

Position:

She Signature: D
Full Name:

Joe Murray Noel Haren

Director Quality Assurance/Site

Quality Head

Position:
Manager Regulatory Affairs

Date of Approval: 17 Jin 2021

Date Issued: 17 Jun 2021 Place Issued: AIDD, Sligo

Supersedes: 12 Oct 2020

Date of Approval: 17 Jun 2021

Effective (Date or 17 Jun 2021
Lot Number):



Abbott 

Certificate Identification: 

Legal Manufacturer's Name: 
Legal Manufacturer's Address: 

List Numbers 
and Size Code 

of Devices 

08P0822 

08P0832 

08P0852 

08PO857 

08P0801 

08P0810 

Declaration of Conformity 

Signature: 

GMDN Code 

Full Name: 

48321 

Position: 

48321 

Authorized European 
Representative (name and address) 
Notified Body (name and address) 

Notified Body number 
Approval Certificate No. 
Storage site of technical 

48321 

Date Issued: 

48321 

documentation (name and address) 
Harmonized Standards 

Supersedes: 

41999 

42000 

Joe Murray 

DoC-08PO8-AIDD Sligo 
Abbott Ireland Diagnostics Division 
Finisklin Business Park, Sligo, Ireland 

Alinity i HBSAg Reagent Kit 

25 Nov 2019 

Alinity i HBSAg Reagent Kit 
Alinity i HBsAg Reagent Kit 

Names and Description of Devices 

Alinity i HBSAg Reagent Kit 

Alinity i HBsAg Calibrators 
Alinity i HBsAg Controls 

N/A 

TÜV SÜD Product Service GmbH 
Ridlerstraße 65 
80339 Munich 
Germany 
0123 
V7 001922 0014 

Date of Approval: 2S ey Po22 

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

Director Quality Assurance/Site 
Quality Head 

Signature: 
Full Name: 

Position: 

Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland 
Department: Regulatory Affairs 

Date of Approval: 

Place Issued: 

Classification 

Effective (Date or 
Lot Number): 

Annex II List A 

Noel Haren 

Annex II List A 

Annex I List A 

AIDD, Sligo 

Annex II List A 

Annex II List A 

Annex II List A 

Manager Regulatory Affairs 

25 Maq lo 22 



Qty

C.Je1
1Aug 22s

Aug 2

Dort a
D1 y 120

ry

y

g 2 5



Abbott

EU Declaration of Conformity

List Number

and Size Code

Basic UDI-DI:

Basic UDI-DI Name:

Risk Class:

038074AIP0791LM

LH

Class B

Product and Trade Name

07P9120

07P9130

07P9101

Alinity i LH Reagent Kit

Alinity i LH Calibrators

GMDN Code EMDN Code

54254 W0102050105

38270 W0102152208

Manufacturer

(Name and Address)

Manufacturer SRN

Authorized Representative
(Name and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)

(Name and Address)

(Name and Identification Number)

Abbott Ireland Diagnostic Division Lisnamuck, Longford Co. Longford Ireland

IE-MF-0000100700

N/A

N/A

Abbott Ireland Diagnostic Division Lisnamuck, Longford Co. Longford Ireland

Notified Body TUD SÜD Product Service GmbH,

Ridlerstraße 65, 80339 Munich Germany
Notified Body Number 0123

Quality Management System EU Certificate No.

Annex IX Chapters I and III, No. V12 054869 0013
Conformity Assessment Procedure Including an assessment of the technical

documentation for devices concerned on the basis of

representative samples

Common Specifications (CS)

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

Full Name: John Lennon Full Name: Rosemary McEntire

Function: Manager Regulatory Affairs

SignatureMcEutie

Date of perovatl 28 Augusr aas

Function Quality Manager

Signature: o

Date of Approval: 29-Aug-2025

Signed for, and on

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

Date Issued: 29-Aug-2025

Supersedes: 07 FEB 2024

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

or Lot Number): 29-Aug-2025

Page 1 of 10



Abbott

EU Declaration of Conformity
Basic UDI-DI: 038074AIP0836LJ

List Number

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

Product and Trade Name GMDN Code EMDN Code
and Size Code

08P3620

Alinity i Progesterone Reagent Kit 54322 W0102050106
08P3630

08P3601 Alinity i Progesterone Calibrators 54325 W0102152208

08P3610 Alinity i Progesterone Controls 54326 W0102152008

08P3640 Alinity i Progesterone Manual Diluent 58237 W01029003

Manufacturer

(Name and Address)
nufacturer SRN

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

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 Number 0123

M
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
D
Director Quality Assurance/Site Quality

Function: HeadHead

Signature:u

Full Name: Sandra Gallagher

Function: Manager Regulatory Affairs

Signature: S.Gollegle
Date of Approval: 07 5uNE 2024 Date of Approval: 31-MAY-2024

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

Date Issued: 07 SuNE 2024
Lisnamuck, Longford, Co. Longford,Cishamy

Place Issued: Ireland

Effective (Date

Supersedes: 30 November 2023 or Lot Number): 07 JuNE 2024
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Abbott

EU Declaration of Conformity
038074AIP0766LN

Prolactin

Risk Class: Class B

List Number

and Size Code

07P6620

07P6630

07P6601

Basic UDI-DI:

Basic UDI-DI Name:

Product and Trade Name GMDN Code EMDN Code

Alinity i Prolactin Reagent Kit 54335 W0102050108

Alinity i Prolactin Calibrators 54337 W0102152208

54338 W010215200807P6610

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)

Alinity i Prolactin Controls

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 EU Certificate No.

Annex IX Chapters I and III, No. V12 054869 0013
Conformity Assessment Procedure Including an assessment of  the technical

documentation for devices concerned on the basis of

representative samples

Common Specifications (CS) N/A

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

Coreil of5 Anril 2017on In Vi

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

Function:

Dir

Heod
Director Quality Assurance/Site Quality
Head Function: Manager Regulatory Affairs

Signature: Signature: S. Galkeple

Date of Approval: 3D SEP 2024 Date of Approval: 27-SEP-2024

Signed for, and on

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

Date Issued: Place Issued: Lisnamuck, Longford Co. Longford Ireland30 SER r024

or Lot Number):or Lot Numher):Supersedes: 29 June 2023

Effective (Date
30 SEP 2024
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Abhott

EU Declaration of Conformity

Basic UDI-DI:

Basic UDI-DI Name:

Risk Class:

038074AIP0792LP

Alinity i Total PSA

Class C

List Number
and Size Code

Product and Trade Name GMDN Code EMDN Code

07P9220 Alinity i Total PSA Reagent Kit 54665 W0102030113

07P9230 Alinity i Total PSA Reagent Kit 54665 W0102030113

07P9201 Alinity i 'Tofal PSA Calibrators 38208 W0102152205

07P9210 Alinity i Total PSA Controls 38207 W0102152005

Manufacturer Abbott Ireland

(Name and Address) Diagnostics Division
Finisklin Business Park

Sligo
Ireland

Manufacturer SRN

Authorized Representative
(Name and Address)

Authorized Representative SRN

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

IE-MF-000009849

N/A

N/A

Abbott Ireland

Diagnostics Division,
Finisklin Business Park

Sligo

Ireland

Notified Body

(Name and Identification Number)

TÜV SÜD Product Service GmbН

Ridlerstraße 65
80339 Munich

Germany

Notified Body Number 0123

Quality Mauagement System

Annex IX Chapters I and III,

Conformity Assessment Procedure

EU Certificate No.

V12 001922 0024

Common Specifications (CS)

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

representative samples
N/A

We, the undersigned, hereby declare that the in vitro diagnostie medícal 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 Full Name: John Lennon

Function: Associate Director Regulatory Affairs

Signature:оrе
Date of Approval: 25 Jan 2026

Function: Director Quality Assurance

Signature: Iam Lan

Date of Approval: 19-JAN-2027

Page I of 11



Signed for, and on

behalf of: Abbott Ireland Diagnostics Division, Sligo

Date Issued: 20 Jan 2026

Supersedes: 08 March 2023

Place Issued: Sligo, Ireland

Effective (Date
or Lot Number):

20 Jan 2026
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Abbott

List Number

and Size Code

Basic UDI-DI:

Basic UDI-DI Name:

Risk Class:

EU Declaration of Conformity
038074AIP0794LT

Total T3

Class B

Product and Trade Name

07P9420

07P9430

07P9401

07P9440

GMDN Code EMDN Code

Alinity i Total T3 Reagent Kit 58330 W01020405

Alinity i Total T3 Calibrators 58333 W0102152208

Alinity i Total T3 Manual Diluent 58237 W01029003

Abbott IrelandManufacturer

(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

Common Specifications (CS)

We, the undersigned, hereby declare that the in

Diagnostic Division

Lisnamuck, Longford
Co. Longford
Ireland

IE-MF-0000100700

N/A

N/A

Abbott Ireland

Diagnostic 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

representative samples

N/A

EU Certificate No.

No. V12 054869 0013

e 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

Signatire See y
Date of Approval: 29 oct 2025

Signed for, and on

Full Name: Rosemary McEntire

Function: Associate Director Regulatory Affairs

SignatureueNtutine
Date of Approval: 29 Ocr 2025

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

Date Issued: 29 Ock

Supersedes: 21 Dec 2023

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

or Lot Number): 2a Ock 2025

Page 1 of 10



Abbott

EU Declaration of Conformity

List Number

and Size Code

Basic UDI-DI:

Basic UDI-DI Name:

_038074AIP0795LV

Total T4

Risk Class: Class B

Product and Trade Name GMDN Code EMDN Code

07P9520

Alinity i Total T4 Reagent Kit 58322 W01020407
07P9530

07P9501 Alinity i Total T4 Calibrators 58324 W0102152208

07P9510 Alinity i Total T4 Controls 58325 W0102152008

Manufacturer Abbott Ireland
(Name and Address) Diagnostic Division

Lisnamuck, Longford
Co. Longford

Manufacturer SRN

Authorized Representative
(Name and Address)

Authorized Representative SRN

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

Notified Body
(Name and Identification Number)

Ireland

IE-MF-0000100700
N/A

N/A

Abbott Ireland

Diagnostic Division

Lisnamuck, Longford
Co. Longford
Ireland

TÜV SÜD Product Service GmbН,
Ridlerstraße 65, 80339 Munich Germany
Notified Body Number 0123
Quality Management System

Annex IX Chapters I and III,
Conformity Assessment Procedure

EU Certificate No.

No. V12 054869 0013
Including an assessment of the technical
documentation for devidocumentation for devices concerned on the basis of

representative samples
Common Specifications (CS) N/A

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

Date of Approval: 06 Nov 2025

Full Name: Rosemary McEntire

Function:

Signature:

Date of Approval:

Associate Director Regulatory Affairs

M Eutrie

06 Nov 2025

Signed I for, and on

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

Date Issued:

Supersedes:

06 NOU 2025

05-July-2024

Place Issued: Lisnamuck, Longford Co. Longford Ireland
Effective (Date
or Lot Number): 06 No0 202S

Page 1 of 10



Abbott

List Number

and Size Code

07P4820

Basic UDI-DI:

Basic UDI-DI Name:

Risk Class:

EU Declaration of Conformity
038074AIP0748LL

Alinity i TSH

Class B

Product and Trade Name

07P4830

07P4801

07P4810

GMDN Code EMDN Code

Alinity i TSH Reagent Kit

Alinity i TSH Calibrators

Alinity i TSH Controls

54386 W01020410

38272 W0102152202

38271 W0102152002

Manufacturer

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

Manufacturer SRN IE-MF-000010070

Authorized Representative
N/A

(Name and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)

(Name and Address)

Notified Body

(Name and Identification Number)

Conformity Assessment Procedure

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

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

Full Name: Sandra Gallagher

Function: Manager Regulatory Affairs

Signature: s.Gatlpter
26 Oct 2023 Date of Approval: 20-ecT-2027

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

Date Issued:

26 0  ch 2023

Supersedes: 30-Aug-2022

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

Effective (Date
or Lot Number): 26 оct 2023

Page 1 of 9
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Abbott

Certificate Identification:

Legal Manufacturer's Name:

Declaration of Conformity

DoC-07P89-AIDD Sligo

Abbott Ireland Diagnostics Division

Legal Manufacturer's Address: Finisklin Business Park, Sligo, Ireland

List Numbers

and Size Code

of Devices

GMDN Code Names and Description of Devices Classification

07P8922 48316 Alinity i Anti-HBs Reagent Kit Annex II List A

07P8932 48316 Alinity i Anti-HBs Reagent Kit Annex II List A

07P8952 48316 Alinity i Anti-HBs Reagent Kit Annex II List A

07P8957 48316 Alinity i Anti-HBs Reagent Kit Annex II List A

07P8901 41997 Alinity i Anti-HBs Calibrators Annex II List A

07P8910 41998 Alinity i Anti-HBs Controls Annex II List A

Authorized European

Representative (name and address)

N/A

Notified Body (name and address) TÜV SÜD Product Service GmbH

Ridlerstraße 65

Notified Body number

Approval Certificate No.
Storage site of technical
documentation (name and address)

Harmonized Standards

80339 Munich

Germany

0123

V7 001922 0013

Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland
Department: Regulatory Affairs

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

Signature: e

Full Name:

Signature: Ne
Full Name:

Joe Murray Noel Haren

Position: Director Quality Assurance/Site

Quality Head

Position:

Date of Approval: 17 Fes 2022

Manager Regulatory Affairs

Date of Approval: 22 Feb 2022

Date Issued: 22 Feb 2о22 Place Issued: AIDD, Sligo

Supersedes: 12 November 2021 Effective (Date or 22 Feb 2022
Lot Number):



Abbott

Certificate Identification:

Legal Manufacturer's Name:

Declaration of Conformity

Legal Manufacturer's Address:

DoC-07P42-AIDD Sligo

Abbott Ireland Diagnostics Division

Finisklin Business Park, Sligo, Ireland

List Numbers GMDN Code Names and Description of Devices Classification

and Size Code

of Devices

07P4222 49713 Alinity i CMV IgG Reagent Kit

07P4232 49713 Alinity i CMV IgG Reagent Kit

07P4201 49716 Alinity i CMV IgG Calibrators

07P4210 49717 Alinity i CMV IgG Controls

Annex II List B

Annex II List B

Annex II List B

Annex II List B

Authorized European N/A

Representative (name and address)
Notified Body (name and address) TUV SUD Product Service GmbH

Ridlerstraße 65

80339 Munich

Notified Body number

Approval Certificate No.

Storage site of technical

documentation (name and address)

Harmonized Standards

Germany
0123

V1 0019220008

Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland
Department: Regulatory Affairs

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 IV of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: waush
N. WALSH

Full Name:
Joe Murray

Position: Director Quality Assurance/Site

Quality Head

25 nou 7019

Date of Approval: 25 NO019

Date Issued:

Supersedes: 16 October 2019

Signature:

Full Name:
Noel Haren

Position:
Manager Regulatory Affairs

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

25 Nov 2019

AIDD, Sligo

25 na 2019

XReF attaoned aeregatia

Memo Moon 2500019



2] 
Abbott 

Basic UDI-Dl: 

Basic UDI-DI Name: 

Risk Class: 

List Number 

and Size Code 

EU Declaration of Conformity 

038074AIP0744LC 
Alinity i CMV IgM 
Class C 

Product and Trade Name 

07P4422 Alinity i CMV IgM Reagent Kit 

07P4432 Alinity i CMV IgM Reagent Kit 

07P4401 Alinity i CMV IgM Calibrator 

07P4410 Alinity i CMV IgM Controls 

Manufacturer Abbott Ireland 
(Name and Address) Diagnostics Division 

Finisklin Business Park 
Sligo 
Ireland 

Manufacturer SRN IE-MF-000009849 
Authorized Representative 

(Name and Address) NIA

Authorized Representative SRN NIA

Produced by (Site of Manufacture) Abbott Ireland 
(Name and Address) Diagnostics Division 

Finisklin Business Park 
Sligo 
Ireland 

Notified Body TUV SUD Product Service GmbH 
(Name and Identification Number) Ri di erstra/3 e 6 5 

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 

Common Specifications (CS) NIA

GMDN Code EMDN Code 

49724 WO l 05040204 

49724 WOI05040204 

49727 W0105080904 

38294 WOI05080804 

EU Certificate No. 

V12 001922 0024 

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. 

Page 1 ofll 



Full Name: Noel Haren

Function: Associ ate Director Regulatory Affairs

Signature:�£:)---=�,._

Date of Approval: I 1.. Feb 202..b

Signed for, and on 
behalf of: Abbott Irel and Diagnostics Division, Sligo

Date Issued: \ '"2.. - {°"..Q. 'o - 2.. o·:z... 6

Supersedes: 30 July 2025

Full Name: John Lennon

Function: _D_ir_e _ct_o_r.....cQs-u_ a _li�ty'-A_s _su_ r _an_ c'""'e ______ _

Sign ature: --'=-=)_..._"""\""'�-"-�----"--�---------

Date of Approval: __ _ '\._'2....�_-_'A.._\:,�---:L_-:::._-_2...�<.:,c..._ ___ _

Pl ace Issued: Sligo, Irel and
Effective (D ate 

or Lot Number): VL - � \, ·- 2-.J:::,2 .. (::,

Page 2 ofll
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Abbott

EU Declaration of Conformity
038074AIP0814L8

Folate

Risk Class: Class В

Basic UDI-DI:
Basic UDI-DI Name:

List Number and
Product and Trade Name GMDN Code EMDN Code

Size Code

08P1422

Alinity i Folate Reagent Kit 60982 W0102070103
08P1432

08P1440 Alinity i Folate RBC Lysis Diluent 54455 W01029003

08P1460 Alinity i Folate Manual Diluent 58237 W01029003

08P1401 Alinity i Folate Calibrators 41931 W0102152206

08P1410 Alinity i Folate Controls 41932 W0102152006

08P1542 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)

Alinity i 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,

EU Certificate No.

No. V12 054869 0013

Conformity Assessment Procedure
cluding an assessment of  the technical

documentation for devices concerned on the basis of

representative samples

Common Specifications (CS) N/A

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applic
provisions of the Regulation Regulation (EU) (EU) 2017/746 2017/746of 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

Function:

Director Quality Assurance/Site Quality
Head

Signature:

Date of Approval:

Signed for, and on

behalf of:

Function: Manager Regulatory Affairs

Signature: 3. Gabogler
23 JAN 2024 Date of Approval: 19-JAN-2024

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

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

Effective (Date

Date Issued: 23 SAN R024

Supersedes: 30 Nov 2022 or Lot Number): 23 SAN 2024

Page 1 of 9



Product(s):

TECHNOPATH
CLINICAL DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer

Techno-path Manufacturing Ltd.

Fort Henry Business Park,

Ballina,

Co. Tipperary,
Ireland

Product Name

Multichem IA Plus

Category

Assayed/tri-level

Catalogue Number

08P86-10

GMDN:

Classification:

Conformity Route:

Quality Management System:

QMS/CE Certification No.:

Issued By:

Expiry Date:

47869

Annex II List B

Annex IV

EN ISO 13485:2016

V11038520001

TÜV SÜD, Ridlerstraße 65, 80339 Munich,

Germany
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 31 (Day) G1 (Month) 20 (Year)

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

3 n
Bernd Hass,
VP of Quality and Regulatory Affairs
Techno-path Manufacturing Ltd.

Ballina, Co.Tipperary 31-01-20

Place and Date of Issue

DC027 Rev 05 Issue Date: 31st Jan 2020



TECHNOPAТН
CLINICAL DIAGNOSTICS

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

Standard

EN ISO15223-1:2016

EN ISO13485:2016

EN 13612:2002 + AC:2002

EN 13641:2002

EN 13975:2003

EN ISO 14971:2012

EN ISO 18113-1:2011

Title

Symbols to be used with medical device labels, labelling

and information to be supplied.
Medical devices - Quality management systems -

Requirements for regulatory purposes

Performance evaluation of in vitro diagnostic medical

devices

Elimination or reduction of risk of infection related to in

vitro diagnostic reagents

Sampling procedures used for acceptance testing of in

vitro diagnostic medical devices - statistical aspects

Medical devices - Application of risk management to

medical devices

in

EN ISO 18113-2:2011

In vitro diagnostic medical devices - Information supplied

by the manufacturer (labelling) - Part 1: Terms, definitions

and general requirements

In vitro diagnostic medical devices - Information supplied

by the manufacturer (labelling) - Part 2: In vitro diagnostic

reagents for professional use

EN 23640:2015

SOR/98-282, May 7, 1998

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

Canada Medical Device Regulations

DC027 Rev 05 Issue Date: 31st Jan 2020



Abbott

EU Declaration of Conformity

List Number

and Size Code

06P1368

Basic UDI-DI:

Risk Class:

038074SLI0001T3

Basic UDI-DI Name: Alinity i-series Concentrated Wash Buffer

Class A

Product and Trade Name

Alinity i-series Concentrated Wash Buffer

Manufacturer

(Name and Address)

Manufacturer SRN

Authorized Representative
(Name and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)

(Name and Address)

Conformity Assessment Procedure

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

58236 W0201020185

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:w.e

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

behalf of: Abbott Ireland Diagnostics Division, Sligo

Date Issued: IS JW 2022

Supersedes: 23 May 2022

Full Name: Joe Murray

Function: Director Quality Assurance

Signature: Soe

Date of Approval: 15 Jul 2022

Place Issued: Sligo, Ireland

Effective (Date

or Lot  Number): 15 Jul 2022



Abbott

EU Declaration of Conformity

List Number

and Size Code

06P1270

Basic UDI-DI:

Basic UDI-DI Name:

Risk Class:

038074SLI0001T3

Alinity Pre-Trigger Solution

Class A

Product and Trade Name

Alinity Pre-Trigger Solution

Manufacturer

(Name and Address)

Manufacturer SRN

Authorized Representative

(Name and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)

(Name and Address)

Conformity Assessment Procedure

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

61163 W0201020185

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:N,ze

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

Signahire: So Mu
Date of Approval: 75 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:

038074SLI0001T3
Alinity i-series Probe Conditioning Solution

Class ARisk Class:

List Number

and Size Code

01R5840

Product and Trade Name GMDN Code EMDN Code

59058 W0201020185Alinity i-series 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)

Conformity Assessment Procedure

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

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:е
Date of Approval: 15Jul 2022
Signed for, and on

behalf of: Abbott Ireland Diagnostics Division, Sligo

Date Issued: 15 JW 2022

Supersedes: 23 May 2022

Full Name: Joe Murray

Function: Director Quality Assurance

Signetuye: Se

Date of Approval: 15 Sul 2022

1 Place Issued: Sligo, Ireland

Effective (Date

or Lot Number): 15 Jul 2022
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Abbott

EU Declaration of Conformity

List Number

and Size Code

06P1170

Basic UDI-DI:

Basic UDI-DI Name:

Risk Class:

Alinity Trigger Solution

Manufacturer

(Name and Address)

Manufacturer SRN

Authorized Representative

(Name and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)

(Name and Address)

038074SLI0001T3

Alinity Trigger Solution

Class A

Product and Trade Name

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

GMDN Code EMDN Code

58793 W0201020185

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

Function: Manager Regulatory Affairs

Signature:se

Date of Approval: Is Jul 2022

Signed for, and on
behalf of: Abbott Ireland Diagnostics Division, Sligo

Date Issued: 1S Jul 2022

Supersedes: 23 May 2022

Full Name: Joe Murray

Function: Director Quality Assurance

Signitere Se
Date of Approval: 15 Jue Zoz2

Place Issued: Sligo, Ireland

Effective (Date

or Lot Number):15 Jul 2022
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2] 
Abbott 

Basic UDI-DI: 
Basic UDI-DI Name: 

Risk Class: 

EU Declaration of Conformity 
03807 4DAL0003FS 
Alinity ci-series Calibrator/Control Replacement Caps 
Class A 

List Number Product and Trade Name GMDNCode 
and Size Code 

04R1001 Alinity ci-series Calibrator/Control Replacement Caps 56676 

Manufacturer Abbott Laboratories 
(Name and Address) 1915 Hurd Drive 

Irving, TX 7 5038 USA 
Manufacturer SRN US-MF -000017777 

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

65205 Wiesbaden, Germany 
Authorized Representative SRN DE-AR-000009457 

Produced by (Site of Manufacture) Abbott Laboratories 
(Name and Address) Abbott Park, IL 60064 USA 

Conformitv Assessment Procedure Annex II and III 

EMDNCode 

W0201020185 

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable 
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic 
Medical Devices; and additionally conforms applicable provisions of Directive 2011 /65/EU of the European Parliament and of the 
Council of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic equipment, and to 
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, and 
amending Directive 95/16/EC as transposed into the laws of the member states. 
This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS 
Directive, and Annex II of the Machinery Directive and is issued under the sole responsibility of the 
manufacturer. 

Full Name: Thomas Creel 
Sr. Director, Instrument and Automation 

Function: 

Signature: 

Date of Approval: __ / _'+~~N~a~✓-~_O_':l_2. ___ _ 
Signed for, and on Abbott Laboratories, 1915 Hurd D1ive, 

behalf of: Irving, TX 75038 USA 

Date Issued: /5- /Vc;,11 - dQ')d, 

Supersedes: 02 September 2022 

Full Name: Amanda Peoples 

Place Issued: Irving, Texas 
Effective (Date .. \ 

or Lot Number): J 1- /U l) ,I - {)1) ':l A 
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