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Abbott

EU Declaration of Conformity

Basic UDI-DI: 038074AIP0790LK

Basic UDI-DI Name: Alinity i AFP

Risk Class: Class C

List Number
and Size Code

Product and Trade Name

GMDN Code

EMDN Code

07P9020

Alinity i AFP Reagent Kit

07P%030

Alinity i AFP Reagent Kit

58348

‘W0102039001

07P9022

Alinity i AFP Reagent Kit

07P9032

Alinity i AFP Reagent Kit

58348

W0102039001

07P9001

Alinity i AFP Calibrators

54062

W0102152205

07P9010

Alinity i AFP Controls

54063

W0102152005

Manufacturer
{(Name and Address)

Abbott Ireland
Diagnostics Division
Finisklin Business Park
Sligo

Ireland

Manufacturer SRN

1E-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)

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

Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System

Annex IX Chapters I and I1I,

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:

Joe Murray

Location: Moldova

Director Quality Assurance

| MOLDOVA EUROPEANA
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Function:

Function:
R T — Signature: 4& J N

Signature: .
\o Mo~ 202s Date of Approval: OF Ao o258

Date of Approval:

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

Date Issued: | & ML\r o2 Place Issued: _Sligo, Ireland

Reagent size codes 07P9022 and 07P9032

lots 75031FZ00 and 75035FZ01; and all
Effective (Date lots manufactured with commodity numbers
or Lot Number):  G71264R05 (Reagent size codes 07P9020

and 07P9030), G71262R05 (Calibrators)

Supersedes:

D2 ocT 2074 and G71263R04 (Controls), or higher.
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EU Declaration of Conformity

Basic UDI-DI: 038074AIP0934LK
Basic UDI-DI Name: Alinity i Anti-Tg
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
09P3420 Alinity i Anti-Tg Reagent Kit 58728 W0102100303
09P3401 Alinity i Anti-Tg Calibrators 55199 W0102100303
09P3410 Alinity i Anti-Tg Controls 55200 W0102100303
Manufacturer | Abbott Ireland
(Name and Address) | Diagnostics Division
Finisklin Business Park
Sligo
Ireland
Manufacturer SRN | IE-MF-000009849
Authorized Representative | Not Applicable
(Name and Address)
Authorized Representative SRN | Not Applicable
Produced by (Site of Manufacture) | Reagents: Calibrators, Controls:
(Name and Address) | Bulk: Fisher Diagnostics, A Div. of Fisher
Fisher Diagnostics, A Div. of Fisher Scientific Company, LLC
Scientific Company, LLC A Part of Thermo Fisher Scientific, Inc.
A Part of Thermo Fisher Scientific, Inc. 8365 Valley Pike, Middletown VA 22645
8365 Valley Pike, Middletown VA 22645 USA
USA
Fill/Finish:
Abbott Ireland
Diagnostics Division
Finisklin Business Park
Sligo
Ireland
Notified Body | TUV SUD Product Service GmbH, Ridlerstrafie 65, 80339 Munich, Germany
(Name and Identification Number) | Notified Body Number 0123
Quality Management System EU Certificate No.
Annex IX Chapters I and III, V12 001922 0024

Conformity Assessment Procedure

Including an assessment of the technical

documentation for devices concerned on the basis of

representative samples

Common Specifications (CS)

Not Applicable




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

Full Name: Noel Haren

Function:  Associate Director Regulatory Affairs Function: Director Quality Assurance/ Site Quality
Head

Signature: N .\-QM Signature: ___~ §L j\ﬂ»’\
Date of Approval: a\—, %0 LD2S Date of Approval: 24 ct’); ? S
Signed for, and on

behalf of: _Abbott Ireland Diagnostics Division, Sligo

—
Date Issued: z\.‘o \‘(Q:, 0L S Place Issued: Sligo Ireland
Effective (Date

Supersedes: 23 October 2024 or Lot Number): o0& feﬂ:’ Yor s
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Abbott

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

038074AIP0935LM

EU Declaration of Conformity

Alinity i Anti-TPO

Class B

List Number
,_and Size Code
Qop3s2

.

Product and Trade Name

GMDN Code EMDN Code

Alinity 1 Anti-TPO Rengent Kit

58729 W0102100301

| Q9P3301

Alinity 1 Anti-TPO Calibrators

55210 W0102152211

| QO3S0

Alinty 1 Anti-TPO Controls

55211 W0102152011

Manufacturer
(Name and Address)

Abbott Ireland
Diagnostics Division
Finisklin Business Park
Sligo

Ireland

Manufacturer SRN

1E-MF-000009849

Authorized Representative
(Name and Address)

Not Applicable

Aunthorized Representative SRN

Not Applicable

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

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

Notified Body
| (Name and Identification Number)

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

Notified Body Number 0123

|

Conformity Assessment Procedure

Quality Management System

Annex [X 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)

Not Applicable




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 Full Name: Joe Murray
Function: Associate Director Regulatory Affairs Function: Director Quality Assurance/ Site Quality
Head :

Signature: rﬁu&-—(" ,ﬂﬁf Signature: /ég, \RM"’)

Date of Approval: ) ENev D24y Date of Approval: 26 Ny lozy
7

Signed for, and on

behalf of: _Abbott Ireland Diagnostics Division, Sligo

Date Issued: 226 K%u oz iy Place Issued: _Sligo Ireland
Effective (Date

Supersedes: 16 March 2023 orLotNumber): 26 Noo o0




| Abbott

Declaration of Conformity

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

Abbott Treland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

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

07P6722 60779 Alinity i B12 Reagent Kit Self-declared
07P6732
07P6701 41337 Alinity i B12 Calibrators Self-declared
07P6710 41338 Alinity i B12 Controls Self-declared
Authorized European N/A
Representative (name and address)
Storage of technical documentation | Apbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland.
Harmonized Standards Listed in the Technical Documentation

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

as they are transposed into the laws of the member states.

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

the sole responsibility of the manufacturer.
fsolsa_ Avighe
Siobhan Wright

Director Quality Assurance/
Site Quality Head

Signature:

Full Name:

Position:

Date of
Approval;

Date Issued:

Supersedes:

M- BPA-G

N - FFPLS

16-Mar-2018

Signature:
Full Name:

Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Lorraine Whitney
Senior Manager Regulatory Affairs

(4 Apd 2809

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

M- ALt S




Abbott

EU Declaration of Conformity

Basic UDI-DI Name:

Basic UDI-DI: 038074 AIP0849LT

Alinity i CA 12511

Risk Class: Class C

List Number Product and Trade Name GMDN EMDN Code
and Size Code 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 1I Controls 38230 W0102152005
Manufacturer Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany

(Name and Address)

Manufacturer SRN DE-MF-000009455

Authorized Representative N/A

(Name and Address)

Authorized Representative SRN N/A

Produced by (Site of manufacture) Fujirebio Diagnostics, Inc., 201 Great Valley Parkway, Malvern, PA 19355
(Name and Address) USA i

Notified Body TUV SUD Product Service GmbH, Certification Body,

(Name and Identification Number)

Ridlerstrafie 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.
No. V12 0100510137

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:

Function:

Signature:

Date of Approval:
Signed for, and on
behalf of:

Date Issued:

Supersedes:

Claudia Becker

Director Quality Assurance

C Beep$

A5 Mav 2024

Abbott GmbH, Wiesbaden, Germany

Full Name:

Function:

Signature:

Date of Approval:

Susanne Ulrich

Assoc. Director Regulatory Affairs

%{)amﬂé /M)Cj\,

/
/ 12) Ias ) & 27

A8 M 2026

03-Mar-2023

Place Issued:

Effective (Date
or Lot Number):

65205 Wiesbaden, Germany

1< Mae o




Abbott EU Declaration of Conformity
Basic UDI-DI: 038074 AIP0B321LA
Basic UDI-DI Name: Alinity i CA 19-9XR
Risk Class: Class C
List Number Product and Trade Name GMDN EMDN Code
and Size Code Code
08P3220 Alnity { CA 19-9XR Reagent Kit 60976 W0102030103
08P3230 Alinity { CA 19-9XR Reagent Kit 60976 WwW0102030103
08P3201 Alinity 1 CA 19-9XR Calibrators 38225 WQ0102152205
08P3210 Alinity 1 CA 19-9XR Controls 38224 WO102152205
Manufacturer Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
(Name and Address)
Manufacturer SRN DE-MF-000009455
Authorized Representative NA
(Name and Address)
Authorized Representative SRIN 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)

TUV SUD Product Service GmbH

Ridlerstrafie 65, 80339 Munich, Germany

Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System
Annex [X 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 0100510137

Common Specifications (CS)

NA

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 Full Name: Susanne Ulrich
Function: _Director Quality Assurance Function: _Assoc. Director Regulgtory Affairs
Signature: C @( /,45: Signature: /LQ'? né %’TJ
Date of Approval: A6 7(/:,/ —20.2 4 Date of Approval: /fﬂ ;.{, / 70 29
Signed for, and on v 7
behalf of: Abbott GmbH, Wiesbaden, Germany
Date Issued: /f (o 7{,1,‘ 0.2 L{ Place Issued: 65205 Wiesbaden, Germany
Effective (Date
Supersedes: _16-Nov-2022 or Lot Number):

Al [ 200k
¢V
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074AIP0762LE
Basic UDI-DI Name: Alinity i CEA
Risk Class: Class C
List Number Product and Trade Name GMDN Code | EMDN Code
and Size 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 | Abbott Ireland
(Name and Address) | Diagnostics Division
Finisklin Business Park
Sligo
Ireland
Manufacturer SRN | IE-MF-000009849
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A
Produced by (Site of Manufacture) | Abbott Ireland
(Name and Address) | Diagnostics Division
Finisklin Business Park
Sligo
Ireland
Notified Body | TUV SUD Product Service GmbH
(Name and Identification Number) | Ridlerstra3e 65
80339 Munich
Germany

Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System

Annex IX Chapters I and 111,
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.

Page 1 of 11




Full Name: Noel Haren Full Name: John Lennon

Function: Associate Director Regulatory Affairs Function: Director Quality Assurance
Signature: \Qg,g)_ \.Q_,-—-—“ Signature: cr&\:\“_\x\‘ I\_ra,u—n._
Date of Approval: \< H\cy- 2 [} 1\0 Date of Approval: VS wAhme. 2ae2 i

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

Date Issued: \B ~ove - 2o & Place Issucd: _Slige. Ircland
Effective (Date )
Supersedes: _[8 December 2024 or Lot Number): \E -~ b - 22

Page2of11




| Abbott

0l

Declaration of Conformity

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

DoC-08P06 -All DELK
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

é’:; z::‘ebs;:s Dt:"iil:es g::EN Names and Description of Devices Classification
08P0623 48366 Alinity i Anti-HCV Reagent Kit (2 x 100 Tests) Annex IT 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)

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

Notified Body number

TUV SUD: 0123

Approval Certificate No.

TUV SUD: V7 010051 0112

Storage site of technical
documentation (name and address)

Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany.

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 IV of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

. / [ é /]
O Signature: {_.-‘1"-’(1&1}4? A f)‘

Signature: -
Full Name: Claudia Becker Full Name: Susanne Ulrich
Position: Director Quality Systems Position: Assoc. Director Regulatory Affairs
Date of Approval: ’k;ji{p ":j".l 2 2 Date of Approval: VA / /'I?_/I/ 2022
Date Issued: Z8- AR L= 2022
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 03-Aug-2021

Effective (Date or
Lot Number): (= / /‘7){7* /’/ZC :Z .
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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 | 2
(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 07P30_Alinity_Estradiol EU_DOC effective date 07Jan2021

Declaration of Conformity

Identification

Description of updated Update to GMDN Code. -
attributes from IVD Directive | GMDN Code 58208 was made obsolete by GMDN. This has been replaced with new GMDN Code ‘
98/79/EC Declaration of 58237 for 07P5040 Alinity I Estradiol Manual Diluent.

Conformity I

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 Full Name: Rosemary McEntire
Function:  Director Quality Assurance/Site Quality Head Function: _Manager Regulatory Affairs
Signature: ﬁ/ S Signature: Tb% . \}J\Lﬁ U\i kL_Q

Date of - : Date of
Approval: 2y A k/*; J EOTR Approval: = { l\)w bt % 0 e
L ; . Lisnamuck, Longford, Co. Longford,
Date Issued: e VAR v/ 2o ?—2 Place Issued: _Ireland

Effective (Date

or Lot Number): 2/ /(,/v v CoZ €
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EU Declaration of Conformity

Basic UDI-DI: 038074AIP0769LU
Basic UDI-DI Name: Free T3
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
07P6920
Alinity Free T3 Reagent Kit 54417 W01020401
07P6930
07P6901 Alinity Free T3 Calibrators 38261 W0102152208
07P6910 Alinity Free T3 Controls 54418 W0102152008
Manufacturer

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

Manufacturer SRN | [E-MF-0000100700
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A
Produced by (Site of Manufacture)
(Name and Address)
Notified Body | TUD SUD Product Service GmbH,
(Name and Identification Number) | RidlerstraPe 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

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

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 Full Name: Rosemary McEntire

Function: Manager Quality Assurance Function: Manager Regulatory Affairs
i

/) . 3 Sl
signature: (774410, OOuLL s signare>Y_ M C S,0
Date of Approval: _ (Jol- i d - SUDIE Date of Approval: (JZ Yol 2075

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

Date Issued: 0:)2 74 1d~ e Place Issued: Lisnamuck. Longford Co. Longford Ireland
Effective (Date B
Supersedes: 21 Dec 2023 or Lot Number): L) j{}:/' 228

Page 1 of 9




Abbott

EU Declaration of Conformity

Basic UDI-DI: 038074AIP0O770LD
Basic UDI-DI Name: Free T4
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
——————and-Size Code
07P7020 L )
Alinity i Free T4 Reagent Kit 54413 W01020402
07P7030
07P7001 Alinity i Free T4 Calibrators 38259 W0102152208
07P7010 Alinity i Free T4 Controls 38258 WO0102152008
Manufacturer | Abbott Ireland

(Name and Address)

Diagnostics Division
Lisnamuck, Longford
Co. Longford

Ireland
Manufacturer SRN | [E-MF-000010070
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A

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

Abbott Ireland
Diagnostics Division
Lisnamuck. Longford
Co. Longford

Ireland

Notified Body
(Name and Identification Number)

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

Conformity Assessment Procedure

Quality Management System

Annex IX Chapters | and 111,
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)

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 3 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:
Funetion:
Signature:

Date of Approval
Signed for, and on
behalf of:

Date lssued:

Supersedes:

Joe Murray Full Name:

Director Quality/Site Quality Head Funetion:

e My

(0 Mo To02¢

Date of Approval

Abbott Ireland Diagnostic Division Lisnamuck. Longford Co. Lonaford Ireland

Rosemary McEntire

Associate Director Regulatory Affairs

Signature:

St \G ulie @

O Mo 20224

0o Mar o2

Place Issued:

Effective (Date

07 Nov 2024 or Lot Number)

Lisnamuck. Longford Co. Longford Ireland

10 Mow Zo2¢
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Abhott
EU Declaration of Conformity
Basic UDI-DI: 038074AIP0749LN
Basic UDI-DI Name: FSH
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
07P4920
Alinity i FSH Reagent Kit 54187 W0102050104
07P4930
07P4901 Alinity i FSH Calibrators 38255 W0102152208
07P4910 Alinity i FSH Controls 38254 W0102152008
Manufacturer | Abbott Ireland
(Name and Address) | Diagnostics Division
Lisnamuck, Longford
Co. Longford
Ireland
Manufacturer SRN | IE-MF-000010070
Authorized Representative N/A
(Name and Address)
Authorized Representative SRN | N/A
Produced by (Site of Manufacture) | Abbott Ireland
(Name and Address) | Diagnostics Division
Lisnamuck, Longford
Co. Longford
Ireland
Notified Body | TUV SUD Product Service GmbH,

(Name and Identification Number)

Ridlerstralie 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.

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:  Joe Murray

Full Name:

Function: _ Director Quality/Site Quality Head

Signature: -

Rosemary McEntire

Function:

Associate Director Regulatory Affairs

Date of Approval:

Signed for, and on
behalf of:

Date Issued:

Supersedes:

Signature;g MG Tawe

L O 'ﬂo«.. o2 5§ Date of Approval: IO Q_QL ’ZC’Z(

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

l (8] ﬁ?"-— oz 5 Place Issued:  Lisnamuck, Longford Co. Longford Ireland
Effective (Date
03 April 2024 or Lot Number). (0 Ve 2025

Page 1 of 10



| Abbott

Declaration of Conformity

Certificate Identification: DoC-08P10-AIDD Sligo
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Finisklin Business Park, Sligo, Ireland
List Numbers and Size GMDN Code Names and .Description of Deviées Classification
Code of Devices
- 08P1022 48321 Alinity 1 HBsAg Qualitative II Reagent Kit Annex II List A
08P1032 48321 Alinity 1 HBsAg Qualitative II Reagent Kit Annex II List A
08P1001 41999 Alinity 1 HBsAg Qualitative II Calibrators Annex II List A
08P1010 42000 Alinity 1 HBsAg Qualitative II Controls Annex II List A
Authorized European N/A
Representative (name and address) x _ o
Notified Body (name and address) | TUV SUD Product Service GmbH
Ridlerstralle 65
80339 Munich
Germany
Notified Body number 0123 ] J___h
Approval Certificate No. V70019220015 -
Storage site of technical Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland
documentation (name and address) | Department: Regulatory Affairs
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 IV of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: /é»e, Jkk’vv*-j Signature: *‘%_' _—\!?,ﬁ Q\ng o~

Full Name: ' Full Name:

Joe Murray Noel Haren
Position: Director Quality Assurance/Site Position: Manager Regulatory Affairs
Quality Head
f‘M
Date of Approval: [F Tu~ 202 Date of Approval:  \ T =D l*-_f) 2)
o
Date Issued: i+ dun 10 2| . Place Issued: AIDD, Shgo
Supersedes: 12 Oct 2020 Effective (Date or \ :j' dun 2O 5

Lot Number);



) Abbott

Declaration of Conformity

Certificate Identification: DoC-08P08-AIDD Sligo
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Finisklin Business Park, Sligo, Ireland
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code

of Devices
08P0822 48321 Alinity i HBsAg Reagent Kit Annex IT List A
08P0832 48321 Alinity i HBsAg Reagent Kit Annex II List A
08P0852 48321 Alinity i HBsAg Reagent Kit Annex IT List A
08P0857 48321 Alinity i HBsAg Reagent Kit Annex I List A
08P0801 41999 Alinity i HBsAg Calibrators Annex II List A
08P0810 42000 Alinity i HBsAg Controls Annex IT List A
Authorized European N/A

Representative (name and address)

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

Ridlerstrafie 65
80339 Munich
Germany
Notified Body number 0123
Appraval Certificate No. V7001922 0014
Storage site of technical Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland
documentation (name and address) | Department: Regulatory Affairs
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 IV of the IVD Directive and is issued under the sole responsibility of the
manufacturer.

Signature: & ‘k"“"‘) Signature: \b ‘\Q e —

Full Name: Full Name:

Joe Murray Noel Haren
Position: Director Quality A i ition: ;
osition a ]:-:;.;tyr l-?e::d ity Assurance/Site Position: Manager Regulatory Affairs
Date of Approval: 7§ ,.,L,_:,\J Co022 Date of Approval; 1‘% Qr\ﬂ,u 1{) 22
\ J
Date [ssued: 25 Nou Yoz Place Issued: AIDD, Sligo
- A
Supersedes: 25 Nov 2019 Effective (Date or 13 a9 lo 22

Lot Number): J




cJ

Abbott EU Declaration of Conformity
Basic UDI-DI; 038074AIT0475ML
Basic UDI-DI Name: Alinity i Insulin
Risk Class: Class C

List Number Product and Trade Name GMDN EMDN Code
and Size Code Code
04T7520 Alinity i Insulin Reagent Kit 54237 W0102060103
04T7501 Alinity i Insulin Calibrators 42091 W0102152202
04T7510 Alinity i Insulin Controls 42092 W0102152002
Manufacturer Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
{Name and Address)
Manufacturer SRN DE-MF-000009455
Authorized Representative N/A
{Name and Address)
Authorized Representative SRN N/A
Produced by (Site of manufacture) Head Office:
{(Name and Address) Denka Co., Lid. Head Office

1-1, Nihonbashi-Muromachi 2-chome,

Chuo-ku, Tokyo, 103-8338 Japan

Kagamida Factory:

Denka Co., Ltd.

13“59-1 ”Kagamida, Kigoshi, Gosen-shi, Niigata, 359-1695 Japan
Notified Body TUV SUD Product Service GmbH

(Name and Identification Number)

Notified Body Number 0123

RidlerstraBe 65, 80339 Munich, Germany

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.
No. V12 0100510137

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: Claudia Becker Full Name: Bridget Norton
Function: _ Director Quality Assurance Function: Assoc. Director Regulatory Affairs
/-'-,
Signature: (‘_ &C{/[g_g—' Signature: @7 {/ /7”/1/)
Date of Approval: <2 | /&AQ 2028 Date of Approval: Q / m;; / aﬁ 25
Signed for, and on N
behalf of: Abbott GmbH, Wiesbaden, Germany
Date Issued: 2 A JozS Place Issued: 65205 Wiesbaden, Germany
J
Effective (Date —
Supersedes:  08-Aug-2024 or Lot Number): ,? A /414.? 2 02<



c)

Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074A1P0791LM
Basic UDI-DI Name: LLH
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
07P9120 N .
Alm]ty i LH Reagent Kit 54254 W0102050105
07P9130
07P9101 Alinity i LH Calibrators 38270 W0102152208

Manufacturer

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

Manufacturer SRN | [E-MF-0000100700

Authorized Representative | N/A
(Name and Address)

Authorized Representative SRN | N/A

Produced by (Site of Manufacture)

(i i Adiliead) Abbott Ireland Diagnostic Division Lisnamuck, Longford Co. Longford Ireland

Notified Body | TUD SUD Product Service GmbH,
(Name and Identification Number) | Ridlerstrae 65, 80339 Munich Germany
Notified Body Number 0123

Quality Management System EU Certificate No.

Annex IX Chapters [ and III, No. V12 054869 0013
Conformity Assessment Procedure | [ncluding 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 Regulation and is issued under the sole responsibility

of the manufacturer.

Full Name: _ John Lennon Full Name: _ Rosemary McEntire
Function: _ Quality Manager Function; _Manager Regulatory Affairs
Signature: .:_—C:\ta\k.- ~ \\k ~—— Signature™1__ o kc"ek.\:.c-\_ ‘--—$-;
Date of Approval: L ~ By ~ 128 Date of Approval: —_::1(?7) /L}\—k 3 f;\‘ /D‘\:}\\"’_

Signed for. and on
behalfof: _ Abbott Ireland Diagnostic Division Lisnamuck. Longford. Co. Longford Ireland

Date Issued: s ~heq - 1elS Place Issued: _ Lisnamuck. Longford, Co. Longford Ireland
Effective ( Date
Supersedes: 07 FEB 2024 or Lot Number): 1A ~Nvug ~LelS

Page 1 of 10
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074AI1P0836LJ
Basic UDI-DI Name: Progesterone
Risk Class: Class B
List Number 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 WO0102152008
08P3640 Alinity i Progesterone Manual Diluent 58237 W01029003
Manufacturer

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

Manufacturer SRN | [E-MF-000010070

Authorized Representative N/A
(Name and Address) |

Authorized Representative SRN | N/A

Produced by (Site of Manufacture)

(Nuwe and Addvessy Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland.

Notified Body | TUV SUD Product Service GmbH,
(Name and Identification Number) | RidlerstraBBe 65, 80339 Munich Germany
Notified Body Number 0123

Quality Management System EU Certificate No.

Annex [X Chapters [ and II1, No. V12 054869 0013
Conformity Assessment Procedure - .
Including an assessment of the technical
documentation for devices concerned on the basis of
representative samples

Common Specifications (CS) | N/A

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

Full Name: David Spellman Full Name: Sandra Gallagher
Director Quality Assurance/Site Quality
Function: Head Function: Manager Regulatory Affairs
> /f';
Signature: ’/("4‘_:2;/ 7 — Signature: 3, E;-,,//;_a;{:/
Date of Approval: O 7 5—.4 AE s 4 d Date of Approval: Bi-mAy - 2o 21

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

Date Issued: J 7 DU AaT Y Place Issued: Ireland
Effective (Date )
Supersedes: 30 November 2023 or Lot Number): D) KNk TG

Page 1 of 9
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074AIP0766LN
Basic UDI-DI Name: Prolactin
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
07P6620
Alinity i Prolactin Reagent Kit 54335 W0102050108
07P6630
07P6601 Alinity i Prolactin Calibrators 54337 W0102152208
07P6610 Alinity i Prolactin Controls 54338 W0102152008
Manufacturer | Abboit Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
(Name and Address)
Manufacturer SRN | IE-MF-000010070
Authorized Representative | N/A
_(Name and Address)
Authorized Representative SRN | N/A

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

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

Notified Body
(Name and Identification Number)

TUV SUD Product Service GmbH,
RidlerstraBe 65, 80339 Munich, Germany
Notified Bodvy Number 0123

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

Quality Management System

Annex [X Chapters I and I11,

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

Common Specifications (CS)

N/A

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

of the manufacturer.

Full Name: David Spellman Full Name: Sandra Gallagher
Director Quality Assurance/Site Quality
Function: Head . Function: Manager Regulatory Affairs
Signature: 4 %—-—-"' Signature: o (;’:qup(_pr
- X
Date of Approval: Cp S £ Tl Y Date of Approval: 23 -Sgp-2o2 4

Signed for, and on

behalfof: _Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
Date Issued: 8o Ser 2sC Y Place Issued: _Lisnamuck, Longford Co. Longford Ireland
Effective (Date - Lk 0
Supersedes: 29 June 2023 or Lot Number): 2 SEf TPt

Page1of 9




Abbott EU Declaration of Conformity

Basic UDI-DI: 038074 ATPO768LS

Basic UDI-DI Name: Alinity 1 2nd Generation Testosterone

Risk Class: Class B

| List Number Product and Trade Name GMDN EMDN Code
and Size Code Code
07P68]22 Alinity 1 2nd Generation Testosterone Reagent Kit 61077 Ww0102050110
07P6832 Alinity i 2nd Generation Testosterone Reagent Kit 61077 W0102050110
07P6RO1 Alinity 1 2nd Generation Testosterone Calibrators 58381 WQ102152202
07P6810 Alinity i 2nd Generation Testosterone Controls 58380 W0102152002

Manufacturer
(Name and Address)

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

Manufacturer SRN

DE-MF-000009455

Authorized Representative NA
(Name and Address)
Authorized Representative SRN NA

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

Axis-Shield Diagnostics Ltd, Luna Place, The Technology Park, Dundee
DD2 1XA, UK

Notified Body
(Name and Identification Number)

TUV SUD Product Service GmbH
Ridlerstralle 65, 80339 Munich, Germany
Notificd Body Number 0123

Conformity Assessment Procedure

Quality Management System EU Certificate No.
Amnnex IX Chapters I and 111, No. V12 0100510137
including an assessment of the technical

documentation for devices concemed on

the basis of representative samples.

Common Specifications (CS)

N/A

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

sole responsibility of the manufacturer.

Full Name: Claudia Becker

Full Name: Susanne Ulrich

Function: Director Quality Assurance

Function:  Afpociate Directlr, Regulatory Affairs

Signature: C —g([ m

Signature: ﬂ oL rrind ﬂb‘z‘-’

Date of Approval: O § {/71,J \9 0-?‘/ Date of Approval; y 0% ! 9*1 { ? 0l

Signed for, and on
behalf of: Abboti GmbH, Wiesbaden, Germany

Date Issued: / 4’ -\_,4’?/ . 2/2 ;/ Place Issued:

Effective (Date

: /%-/4,/- 202y

Supersedes: 11-Apr-2023 or Lot Number)

65205 Wiesbaden, Germany




Abhott
EU Declaration of Conformity
Basic UDI-DI: 038074 A1P0792LP
Basic UDI-DI Name: Alinity i Total PSA
Risk Class: Class C
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
07P9220 Alinity i Total PSA Reagent Kit 54665 W0102030113
07P9230 Alinity i Total PSA Reagent Kit 54665 WO0102030113
07P9201 Alinity i Tofal PSA Calibrators 38208 W0102152205
0799210 Alinity i Total PSA Confrols 38207 W0O102152805
Manufacturer | Abbott Ireland
{(Name and Address) | Diagnostics Division
Finisklin Business Park
Sligo
Ireland
Manufacturer SRN | IE-MF-000009849
Authorized Represenfative
(Name and Address) | N/A
Authorized Representative SRN | N/A
Produced by (Site of Manufacture) | Abbott Ireland
(Name and Address) | Diagnostics Division,
Finisklin Business Park
Shigo
Ireland
Notified Body | TUV SUD Product Service GmbH
(Name and Identification Number) | Ridierstrafic 65
80339 Munich
Germany
Notified Body Number 0123
Qualify Maunagement System EU Certificate No.
Annex 1X Chapters I and Ifl, V12 001922 0024

Conformify Assessment Procedure

Including an assessment of the technical

documentation for devices concerned on the basis of

represenfative samples

Common Specifications (CS)

N/A

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

respousibility of the manufacturer.

Full Name: Nocl Haren Full Name:
Function: _ Associate Director Regulatory Affairs Function:
Signature: \:l, &XQ Ji——— Signature;

Date of Approval: 0.6 e~ 9~0 2l Date of Approval:

John Lennon

Director Qualily Assurance

C \‘- O\J\ )Qk\a\\l\/\

\4 ~Thn -2.028

Page I of 11




Signed for, and on
behalfof: _Abbott Irefand Diagnostics Division, Sligo

Daelssied: 2O "3 o RO 2 o Place Issued: _Sligo, lieland
Effective (Date
Supersedes: 08 March 2023 or Lot Number):

AD Tan A0 :Lb'

Page2 of 11
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074AIP0794LT
Basic UDI-DI Name: Total T3
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
07P9420
Alinity i Total T3 Reagent Kit 58330 W01020405

07P9430

07P9401 Alinity 1 Total T3 Calibrators 58333 W0102152208

07P9440 Alinity i Total T3 Manual Diluent 58237 W01029003

Manufacturer | Abbott [reland
(Name and Address) | Diagnostic Division
Lisnamuck, Longford
Co. Longford
Ireland
Manufacturer SRN | IE-MF-0000100700
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A

Produced by (Site of Manufacture)

Abbott Ireland

(Name and Address)

Diagnostic Division
Lisnamuck, Longford
Co. Longford

Ireland

(Name and ldentification Number)

TUV SUD Product Service GmbH.
Ridlerstrafe 65, 80339 Munich Germany
Notified Body Number 0123

Notified Body

Conformity Assessment Procedure

Quality Management System EU Certificate No.

Annex IX Chapters I and III.

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

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 Couneil 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:
Function:
Signature:

Date of Approval:
Signed for. and on
hehalf of:

Date Issued:

Supersedes:

Joe Murray Full Name:  Rosemary McEntire

Director Quality/Site Quality Head Function: _ Associate Director Regulatory Affairs

P v v =y

2‘\ C)C)( 2«":)2'1':) Date of Approval: QO\ DC/I/ 2\:}2\

Abbott Ireland Diagnostic Division Lisnamuck. Longford Co. Longford Ireland

Z ‘t Obk 203 5 Place Issued: _ Lisnamuck, Longford Co. Longford Ireland

Effective (Date
or Lot Number):

24 Ok 2026

21 Dec 2023

Page 1 of 10
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074AIP0795LV
Basic UDI-DI Name: Total T4
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size 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
Ireland
Manufacturer SRN | [E-MF-0000100700
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A
Produced by (Site of Manufacture) | Abbott Ireland
(Name and Address) | Diagnostic Division
Lisnamuck, Longford
Co. Longford
Ireland
Notified Body | TUV SUD Product Service GmbH,
(Name and Identification Number) RidlerstraBe 65, 80339 Munich Germany
Notified Body Number 0123
Quality Management System EU Certificate No.

Conformity Assessment Procedure

Annex IX Chapters I and I11,

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

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 a

pplicable 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.

Rosemary McEntire

Associate Director Regulatory Affairs

Full Name: _ Joe Murray Full Name:
Function: _ Director Quality/Site Quality Head Function:
Signature: /,__,(’U‘e_.z M
Date of Approval: 0 (, No v 2)32« 5

Signature: Q ‘r\-‘ﬁ L é’u'\-c Wl

Signed for, and on

Date of Approval; L (\, I\_.}Cé‘\z/ 2 0?2 g_ﬁ

Lisnamuck, Longford Co. Longford Ireland

behalfof: _ Abbott Ireland Diagnostic Division Lisnamuck, Longford Co. Longford Ireland
Date Issued: 06 Nev oL 5 Place Issued:
Effective (Date
Supersedes: _ 05-July-2024 or Lot Number):

06 New Zo2s

Page 1 of 10
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074A1P0748LL
Basic UDI-DI Name: Alinity i TSH
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
07P4820
Alinity i TSH Reagent Kit 54386 W01020410
07P4830
07P4801 Alinity i TSH Calibrators 38272 W0102152202
07P4810 Alinity i TSH Controls 38271 W0102152002
Manufacturer . . R % ; x
g & L0, land
(Name and Address) Abbott [reland Diagnostics Division, Lisnamuck, Longford, Co. Longford Irelan
Manufacturer SRN | [E-MF-000010070
Authorized Representative N/A
(Name and Address)
Authorized Representative SRN | N/A

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

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

Notified Body
(Name and Identification Number)

TUV Siid Product Service GmbH, Certification Body,
RidlerstraBe 65, 80339 Munich, Germany
Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System

Annex X Chapters [ and II1, EU Certificate No.

Including an assessment of the technical No. V12 054869 0013
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 dev ice(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole

responsibility of the manufacturer.

Full Name: David Spellman

Full Name: _Sandra Gallagher

Director Quality Assurance/Site Quality

Function: Head

Function: Manager Regulatory Affairs

Signature: m Signature: S &&'é.szef'
[%]

Date of Approval: 7,/ﬂ QC‘% e 2% Date of Approval: 2~ 7- Ap2

Signed for, and on

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

D : : _\. - 4 : . .
ate Issued Z @ C() Cﬂ ; /Z.D ; Z ,B Place Issued: Lisnamuck, Longford, Co. Longford,

Ireland

Supersedes: _30-Aug-2022

Effective (Date o, N s
or Lot Number): ZGD L CF& L S

Page 1 of 9
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Abbhott EU Declaration of Conformity
Basic UDI-DI: 038074AIPO787TLW
Basic UDI-DI Name: Alinity i Anti-HBc I1
Risk Class: Class D

List Number Product and Trade Name GMDN Code EMDN Cade
and Size Cade
07P8722 Alinity i Anti-HBc II Reagent Kit 48304 W0105020208
07P&732 Alinity i Anti-HBc 1I Reagent Kit 48304 WQ105020208
07P8701 Alinity i Anti-HBc II Calibrator 41983 W0105080902
07P8710 Alinity i Anti-HBc 11 Controls 41984 W0105080802

Manufacturer
(Name and Address)

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

Manufacturer SRN

DE-MF-000009455

Authorized Representative N/A
(Name and Address)
Authorized Representative SRN N/A

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

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

Notified Body
(Name and Identification Number)

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

Conformity Assessment Procedure

EU Certificate No.
V10 010051 0150

Quality Management System
Annex IX Chapters [ and 111

Techunical Documentation Assessment EU Certificate No.
Aannex IX Chapter II V70 010051 0163

Common Specifications (CS)

COMMISSION IMPLEMENTING REGULATION (EU) 2022/1107 of 4
July 2022 laying down common specifications for certain class D in vitro
diagnostic medical devices in accordance with Regulation (EU) 2017/746 of
the European Parliament and of the Council.

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

Full Name: _Bridget Norton

Function: Director Quality Assurance

Function: AssgenDirector Regulatory Affairs

Signature: 4 /;Z(///Ag

Signature: {/éé)% 'M/)

Date of Approval:

Date of Approval: ’Q 47}3{/1 C./ 2&’¢ ’3'

Signed for, and on

2% l?'-ch o?OZxS—

behalf of: Abbott GmbH, Wiesbaden, Germany

Date Issued:

Place Issued: 65205 Wiesbaden, Germany

2l ’,.V?'-..x 902(

Effective (Date
or Lot Number):

b T 902€

Supersedes: _02-Aug-2024




) Abbott

Declaration of Conformity

Certificate Identification: DoC-07P89-AIDD Sligo
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Finisklin Business Park, Sligo, Ireland
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices

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 IT List A
Authorized European N/A
Representative (name and address)
Notified Body (name and address) | TUV SUD Product Service GmbH

RidlerstraBBe 65

80339 Munich

Germany
Notified Body number 0123
Approval Certificate No. V7001922 0013
Storage site of technical Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland
documentation (name and address) | Department: Regulatory Affairs

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

- T Yy
Signature: /fé‘e-J\"-A—-\ Signature: it Y O 5, I

Full Name: Toio Wiy Full Name: Noel Hasert

Position: Director Quality Assurance/Site Position: Manager Regulatory Affairs
Quality Head

Date of Approval: \? &b 2022 Date of Approval: A2 Yo ls 252 1

Date Issued: AL Fe) 1ol Place Issued: AIDD, Sligo

Supersedes: 12 November 2021 Effective Dateor 22— Y@ls o222

Lot Number):



) Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
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 1 CMV IgG Reagent Kit AnnexITLisi B
07P4232 49713 Alinity i CMV IgG Reagent Kit Annex II List B
07P4201 49716 Alinity i CMV IgG Calibrators Annex II List B
07P4210 49717 Alinity i CMV IgG Controls Annex II List B

Authorized European
Representative (name and address)

N/A

Notified Body (name and address)

TUV SUD Product Service GmbH
RidlerstraBe 65

80339 Munich

Germany

Notified Body number

0123

Approval Certificate No.

V10019220008

Storage site of technical
documentation (name and address)

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

Department: Regulatory Affairs

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 IV of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

v .
Signature: IOl EN N. WALSH Signature: &&}Qw
Full Name: T — Full Name: Noel Haren
Position: Director Quality Assurance/Site Position: Manager Regulatory Affairs
Quality Head
Date of Approval: 9§ Moo 14 Date of Approval: RS Neoy 220 19
Date Issued: 15 Ney 7¢19 Place Issued: AIDD, Sligo
Supersedes: 16 October 2019 Effective (Date or zLS n cuJ ZC’ Ci
Lot Number): '

KPer  cttoome 0@0{9@4"]0\
Mémeo AMNIcAMN Q.5 L0018




Abbott

EU Declaration of Conformity

Basic UDI-DI: 038074AIP07441L.C
Basic UDI-DI Name: Alinity i CMV IgM
Risk Class: Class C
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
07P4422 Alinity i CMV IgM Reagent Kit 49724 W0105040204
07P4432 Alinity i CMV IgM Reagent Kit 49724 W0105040204
07P4401 Alinity i CMV IgM Calibrator 49727 W0105080904
07P4410 Alinity i CMV IgM Controls 38294 W0105080804
Manufacturer | Abbott Ireland
(Name and Address) | Diagnostics Division
Finisklin Business Park
Sligo
Ireland
Manufacturer SRN | [E-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)

TUV SUD Product Service GmbH
Ridlerstraf3e 65

80339 Munich

Germany

Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System
Annex [X Chapters I and I1I,

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 [VD Regulation and is issued under the sole

responsibility of the manufacturer.

Page 1 of 11




Full Name:

Function:

Noel Haren

Associate Director Regulatory A ffairs

Sigmature: N\ @ \Qv

Date of Approval:

Signed for, and on
behalf of:

Date Issued:

Supersedes:

1 2. Felb 2024

Abbott Ireland Diagnostics Division, Sligo

Full Name: John Lennon

Function: Director Quality Assurance

ARV .

Signature:

N\ ~€Ceyp~2026

Date of Approval:

L —Ceyp -~ 2ozl

30 July 2025

Place Issued: _Sligo, Ireland

Effective (Date
or Lot Number): \L~-C_bo~ 202§

Page 2 of 11
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Abbott EU Declaration of Conformity
Basic UDI-DI: 038074AIP0745LE
Basic UDI-DI Name: Alinity i Toxo IgG
Risk Class: Class C

List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
Q7P4522 Alinity i Toxo IgG Reagent Kit 52438 Ww0105050102
07P4532 Alinity i Toxo IgG Reagent Kit 52438 W0105050102
07P4501 Alinity i Toxo IgG Calibrators 42166 W0105080905
07P4510 Alinity i Toxo IgG Controls 42167 W0105080805
Manufacturer Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
(Name and Address)
Manufacturer SRN DE-MF-000009455
Authorized Representative N/A
(Name and Address)
Authorized Representative SRN N/A

Produced by (Site of manufacture)

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

(Name and Address)

Notified Body TUV SUD Product Service GmbH

{(Name and Identification Number) RidlerstraBle 65, 80339 Munich, Germany
Notified Body Number 0123
Quality Management System EU Certificate No.
Annex IX Chapters I and III, No. V12 010051 0137

Conformity Assessment Procedure

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

Common Specifications (CS)

N/A

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

sole responsibility of the manufacturer.

Full Name: Claudia Becker

Full Name: Susanne Ulrich

Function: Director Quality Assurance

Function: Assepc. Director Regulfxo;y Affairs

Signature: ( Z{Q/X

Date of

Approval: 0' %‘a 2025

Signature: //{t/d&'fﬂ e ./(z&’f:ﬁv

Signed for, and

Date of Approval: Zd:} /;Z\—}; /?OZJ-

on behalf of: Abbott GmbH, Wiesbaden, Germany

Date I[ssued: ol &’{g -?92 SI

Place Issued: 65205 Wiesbaden, Germany

Supersedes: 29-Nov-2023

Effective (Date
or Lot Number): Ol &f 2025
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Abbott EU Declaration of Conformity

Basic UDL-DI: 038074 AIPO747L)
Basic UDI-DI Name: Alinity i Toxo IgM
Risk Class: Class C

List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
07P4722 Alinity i Toxo 1gM Reagent Kit 52442 WOI05050103
07P4732 Alinity i Toxo IgM Reagent Kit 52442 W0105050103
07P4701 Alinity i Toxo 1gM Calibrator 42163 W0105080905
07P4710 Alinity i Toxo [gM Controls 42164 W0105080805
Manufacturer Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
{Name and Address)
Manufacturer SRN DE-MF-000009455
Authorized Representative N/A
{Name and Address)
Authorized Representative SRN N/A
Produced by (Site of manufacture) Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
{Name and Address)
Notified Body TUV SUD Product Service GmbH
{Name and Identification Number) RidlerstraBe 65, 80339 Munich, Germany
Notified Body Number 0123
Quality Management System EU Certificate No.
. Annex [X Chapters | and III, No. V12 010051 0137
Conformity Assessment Procedure including an assessment of the technical
documentation for devices concerned on
the basis of representative samples.
Common Specifications (CS) N/A

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on Ia Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex 1V of the [IVD Regulation and is issued under the

sole responsibility of the manufacturer.

Full Name: Lisa-Marie Herzig Full Name: Ursula Koehl
Function: Manager Qpality Systems Function: Senigr Manager Regulatory Affairs
Signature: L_ﬂﬂ@(@( Signature: (// . ((’Cﬁé

Ap];):;i;{ %QE" ’H" 4/1 Date of Approval: //{ - ,U oy - ZOZS—

Signed for, and
on behalf of:  Abbott GmbH, Wiesbaden, Germany

Date Issued: j//":/',—é/—)ﬁ.z 5 Place Issued: 65205 Wiesbaden, Germany

Effective (Date

Supersedes: _30-April 2024 or Lot Number): // = /’///} v - 20, 25
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Abbott
EU Declaration of Conformity
Basic UDI-DI:  (038074AIP0814L8
Basiec UDI-DI Name: Folate
Risk Class: Class B
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 Alinity i Folate Lysis Reagent 54455 W01029003
Manualscturer | o voland Diagnostics Division, L ck. Longford, Co. Longford Ireland
(Name and Address) Teian: 12gnosLcs LAVISION, LISnamuck, 2 y % 4

Manufacturer SRN | [E-MF-000010070

Authorized Representative
(Name and Address)

N/A

Authorized Representative SRN | N/A

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

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

(Name and Identification Number) | Ridlerstrae 63, 80339 Munich Germany

Notified Body | TUV Siid Product Service GmbH, Certification Body,

Conformity Assessment Procedure

Notified Body Number 0123
Quality Management System EU Certificate No.
Annex IX Chapters I and [II, No. V12 054869 0013

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

Common Specifications (CS) | N/A

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

Full Name:
Function:
Signature:

Date of Approval:

Signed for, and on
behalf of:

Date Issued:

Supersedes:

David Spellman Full Name: _Sandra Gallagher
Director Quality Assurance/Site Quality
Head 2, Function: Manager Regulatory Affairs
,M\_/ Signature: . Cnt%:{;@/-
7% M 2o 1 Date of Approval: 19 -San) -262 4

Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland
- _, Lisnamuck, Longford, Co. Longford,
725 OMJ 2oZ% Place Issued: _Ireland
Effective (Date g
30 Nov 2022 or Lot Number): ’Z g 2 M 202 Cf
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TECHNOPATH

CLINICAL DIAGNOSTICS

DECLARATION OF CONFORMITY

e

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

Ballina,
Co. Tipperary,
Ireland
Product(s):
Product Name Category Catalogue Number
Multichem IA Plus Assayed/tri-level 08P86-10
GMDN: 47869
Classification: Annex |l List B
Conformity Route: Annex IV
Quality Management System: EN ISO 13485:2016
QMS/CE Certification No.: V11038520001
Issued By: TUV SUD, RidlerstralRe 65, 80339 Munich,
Germany
Expiry Date: 26 May 2024
Notified Body Number: 0123

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

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

| am fully responsible for all the information provided in this declaration. This
declaration of conformity is valid from_3\ (Day)___ ¢! (Month) Z¢ (Year)

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

;fg f]--r_; _ Ballina, Co.Tipperary _ Z(- - 20
Bernd Hass, Place and Date of Issue

VP of Quality and Regulatory Affairs

Techno-path Manufacturing Ltd.

DC027 Rev 05 Issue Date: 31 Jan 2020



TECHNOPATH

CLINICAL DIAGNOSTICS

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

Standard

Title

EN 15015223-1:2016

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

EN 1SO13485:2016

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN 13612:2002 + AC:2002

Performance evaluation of in vitro diagnostic medical
devices

EN 13641:2002

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

EN 13975:2003

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

EN ISO 14971:2012

Medical devices — Application of risk management to
medical devices

EN ISO 18113-1:2011

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

EN ISO 18113-2:2011

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

EN 23640:2015

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

SOR/98-282, May 7, 1998

Canada Medical Device Regulations

DCO27

Rev 05

Issue Date: 31% Jan 2020
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Basic UDI-DI:
Basic UDI-DI Name:
Risk Class:

EU Declaration of Conformity

- 038074SLI0001T3

Alinity i-series Concentrated Wash Buffer

Class A

List Number
and Size Code

Product and Trade Name

GMDN Code

EMDN Code

06P1368

Alinity i-series Concentrated Wash Buffer

58236

W0201020185

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

Conformity Assessment Procedure

Annex Il and 111

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 > Full Name: Joe Murray
Function: _Manager Regulatory Affairs Function: _Director Quality Assurance
Signature: W™D lor. Signature: é& Aﬂ—‘—’\
Date of Approval: _ [.S :j’LJ Loz Date of Approval: |G A 202 3
Signed for, and on
behalf of: _Abbott Ireland Diagnostics Division, Sligo

Date Issued:

Supersedes:

1S TJu 2wt

23 May 2022

Place Issued: _Sligo, Ireland

Effective (Date
(s "Tu\ p22

or Lot Number):




=

Abbott
EU Declaration of Conformity
Basic UDI-DI: - 038074SLI0001T3

Basic UDI-DI Name: Alinity Pre-Trigger Solution

Risk Class: Class A
List Number Product and Trade Name GMDN Code | EMDN Code

and Size Code

06P1270 Alinity Pre-Trigger Solution 61163 W0201020185

Manufacturer | Abbott Ireland
(Name and Address) | Diagnostics Division
Finisklin Business Park
Sligo, Ireland i

Manufacturer SRN | IE-MF-000009849

Authorized Representative | N/A
(Name and Address)

Authorized Representative SRN | N/A

Produced by (Site of Manufacture) | Abbott Ireland

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

Conformity Assessment Procedure | Annex II and 111

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 == Full Name: _Joe Murray
Function: Manager Regulatory Affairs Function: _Director Quality Assurz'mce
Signature: M LR~ Signature: j@— 'h‘-“"-:\
Date of Approval: 1S Tul o2t | Date of Approval: 7 5 ﬁ;ﬁ. 2022

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

Date Issued: IS JFul 2ot ) Place Issued: _Sligo, Ireland
Effective (Date o
Supersedes: 23 May 2022 or Lot Number): IS 7)) L,\l 12T
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Basic UDI-DI:
Basic UDI-DI Name:
Risk Class:

EU Declaration of Conformity

-

038074SL10001T3

Alinity i-series Probe Conditioning Solution

Class A

List Number
and Size Code

Product and Trade Name GMDN Code EMDN Code

01R5840

Alinity i-series Probe Conditioning Solution

59058 W0201020185

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 7y
Sligo, Ireland

Conformity Assessment Procedure

Annex I1 and I

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform withi 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: _Joe Murray
Function: _Manager Regulatory Affairs Function: _Director Quality Assurance
Signature: \b& B-Q— ' Signature: .éf; IA*"")
Date of Approval: | S "j‘u\ lotg. Date of Approval: LS <l Zo2z
Signed for, and on
behalf of: Abbott Ireland Diagnostics Division, Sligo
Date Issued: l S :j-ud 202 ) Place Issued: _Sligo, Ireland
Effective (Date I
Supersedes: 23 May 2022 or Lot Number): USS _)u' oL
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Basic UDI-DI:
Basic UDI-DI Name:
Risk Class:

EU Declaration of Conformity

038074DALO003FS

Alinity Reaction Vessels

Class A

List Number
and Size Code

Product and Trade Name

GMDN Code

EMDN Code

061401

Alinity Reaction Vessels 56676

WO0201020185

Manufacturer
{Name and Address)

Abboit Laboratories
19135 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN

US-MF-000017777

Authorized Representative
(Name and Address)

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

Authorized Representative SRN

DE-AR-000009457

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

Abbott Laboratories
Abbott Park, Illinois 60064 USA

Conformity Assessment Procedure | Annex IT and 111

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 Councit 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 Coungcil 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 and is issued under the sole responsibility of the manufaceurer.

Thomas Creel Melissa Vaughan
Full Name: Full Name:
&r. Director, Instrument and Automation Director Regulatory Affairs
Function: Quality Function:
2N .
Signature: VMW ()/{ ]j/( Signature:

Date of Approval: /g" IT;L{Lj —9@2‘5 Date of Approval: /S’ Yy ju_!(lj ~- 3’0}
Signed for, and

onbehaltof: [Abbutt Labsva tories, [9/5 Hrd r bevinag X 75038 USA

' — ott Laboratori
Date Issued: _/ 3 - J:,L[ Y -~ 31) 2*) t Laboratories

Piace Issued: 1915 Hurd Drive, Irving, TX 75038
17 Nov, 2022 °

Supersedes:

Effective (Dat
or Lot Numbery: _{ ‘-ju,/bl; - WIS
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Abbott
EU Declaration of Conformity
Basic UDI-DI: -038074SLI0001T3
Basic UDI-DI Name: Alinity Trigger Solution
Risk Class: Class A
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
06P1170 Alinity Trigger Solution 58793 W0201020185
Manufacturer | Abbott Ireland

(Name and Address) | Diagnostics Division
Finisklin Business Park
Sligo, Ireland i

Manufacturer SRN | IE-MF-000009849
Authorized Representative | N/A .
(Name and Address) =
Authorized Representative SRN | N/A
Produced by (Site of Manufacture) | Abbott Ireland

(Name and Address) | Diagnostics Division

Finisklin Business Park ¥
_ Sligo, Ireland
Conformity Assessment Procedure | Annex II and 111

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:
Function:
Signature:

Date of Approval:
Signed for, and on
behalf of:

Date Issued:

Supersedes:

Noel Haren

Manager Regulatory Affairs

D =

s Jul 2027C

Abboit Ireland Diagnostics Division, Sligo

Full Name:

Function:

Signature

Date of Approval:

Joe Murray

Director Quality Assurance

(6 Sl Zo24

IS 5. 2022 )
23 May 2022

Place Issued: _Sligo, Ireland

Effective (Date

or Lot Number)

1S il 022
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Basic UDI-DI:
Basic UDI-DI Name:
Risk Class:

EU Declaration of Conformity

038074DALO003FS

Alinity ci-series Sample Cups

Class A

List Number
and Size Code

Product and Trade Name

GMDN Code

EMDN Cede

01R3801

Alinity ci-series Sample Cups 56676

W0201020185

Manufacturer
{Name and Address)

Abbott Laboratories
1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN

US-MF-000017777

Authorized Representative
(Name and Address)

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

Authorized Representative SRN

DE-AR-Q00009457

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

Nypro Chicago
955 Tri-State Parkway
Gurnes, IL 60031 USA

Conformity Assessment Procedure

Annex II and IIL

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 and fs issued under the sole responsibility of the manufacturer.

Thomas Creel Melissa Vaughan
Full Name: Full Name:
St Director, Instrument and Automation Director Regulatory Affairs
Function: Quality Function:
|
Signature: 5%0?@ &U/é Signature: re

Date of Approval: é'f, 'lﬂ-% ...ﬂ"élc;

Date of Approval: /J)‘"" Ju'[%/ . 5_—-
Signed for, and

on behalf of: %M {ﬂb(j ‘A /ZJFrl"ﬂ /‘?/5 Al/fﬂfor /fV/ﬂ{i H 17503? ZZSA‘
Date Issued: / 3 - d [/{L - cg.o é& Abbott Laboratories

Place Issued: 1915 Hurd Drive, Irving, TX 75038
17 Nov, 2022 Effective (Date
Supersedes:

or Lot Number): f? - JDLQ{ - 9025—
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Abbott
EU Declaration of Conformity
Basic UD1-DI: 038074DAL0CO3FS
Basic UDI-DI Name: Alinity Reagent Replacement Caps
Risk Class: Class A

List Number Product and Trade Name GMDN Code EMDN Code

and Size Code
04R4701 Caps Alinity Reagent Replacement Caps 56676 W0201020185

Manufacturer | Abbott Laboratories
(Name and Address) | 1915 Hurd Drive
Irving, TX 75038 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)
(Name and Address)

Abbott Laboratories
Abbeott Park, Illinois 60064 USA

Conformity Assessment Procedure

Annex I1 and II1

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 and is issued under the sole responsibility of the manufacturer.

Thomas Creel Melissa Vaughan
Full Name: Full Name:
St. Director, Instrument and Automation Director Regulatory Affairs
Function: Quality Function:

Ve ,
Signature: /%W (alﬂ/l

Date of Approval: ff - jzb{k)l -499-5

Signature:

Date of Approval:

Signed for, and

/
on behalf of: mOhG'H' Labbrﬁbrr. PS; )4(5—‘ )‘{L{}«d Dr‘. /’/V/lﬁi '/y 75038 ng_
Date Issued: ’? “QJLL ! bl — gog_g" Abbott Laboratories

Place Issued: 1915 Hurd Drive, Irving, TX 75038
17 Nov, 2022 1 Effective {Date

or Lot Number}: j?" \)L{lg - éoag

Supersedes:
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Abbhott
EU Declaration of Conformity
Basic UDL-DI: 038074DALO003FS
Basic UDI-DI Name: Alinity ci-series Calibrator/Control Replacement Caps
Risk Class: Class A

List I':Iumber Product and Trade Name GMDN Code EMDN Code

and Size Code
04R 1001 Alinity ci-senies Calibrator/Control Replacernent Caps 56676 WO0201020185

Manufacturer | Abbott Laboratones
{Name and Address) | 1915 Hurd Drive
Fiving, TX 75038 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 (Sie of Manufacture) | Abbott Laboratories
{Name and Address) | Abbott Park, Il 60064 USA

Conformity Assessment Procedure | Annex 11 and HI

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
Coungil 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 Full Name: Amanda Peoples
Sr. Director, Instrument and Automation
Function: Quality a Function: _Projgbt Manager, Regulatory Affairs
Signature: |/ / yyie | 1L X Signature:
et T S~/
Date of Approval: | q- /U oV 26272 Date of Approval: / /-?' /U oV SO

Signed for, and on  Abbeott Laboratories, 1915 Hurd Drive,
behalf of: Irving, TX 75038 USA

Date Issued: J: % ,*'fi;‘ Y - ,}_,9; Place Issued: Irving, Texas

Effective (Date
Supersedes: g September 2022 orLot Numben): ) "} - /'J ¥ - FO2A
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