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ZERTIFIKAT @ CERTIFICATE

Management Service

CERTIFICATE

_ The Certification Body
of TUV SUD Management Service GmbH

certifies that

Abbott Ireland Diagnostics Division
Lisnamuck - Longford
Co. Longford
Ireland

has established and applies
a Quality Management System for

Design and Development,
Manufacture and Distribution of
In-Vitro Diagnostic Reagents for

Clinical Chemistry and Immunochemistry.

An audit was performed, Order No. 707120365.

Proof has been furnished that the requirements
according to

DIN EN ISO 9001:2015

are fulfilled.
The certificate is valid from 2023-09-01 until 2026-08-31.
Certificate Registration No.: 12 100 60456 TMS.

@s- A \()-e S (( pAKKS

hlly signed by Ceaicovschi Tudor B ) Deutsche

2025.04.24 12:13:17 EEST s o o Adediterungstelle
bn: MoldSign Signature d Head of Certification Body D-2M14245:01:00

ion: Moldova L) Munich, 2023-06-02
DOVA EUROPEANA | AN

TOV SUD Management Service GmbH e Zertifizierungsstelle  Ridlerstrasse 57 ® 80339 Miinchen ® Germany
www.tuev-sued.de/certificate-validity-check
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ZERTIFIKAT & CERTIFICATE ¢

‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 054869 0012 Rev. 04

®

America

Certificate Holder: Abbott Ireland Diagnostics Division
Lisnamuck
Longford
Co. Longford
IRELAND

Certification Mark:

1S0 13485

Scope of Certificate: Design, Development and Manufacture of In-Vitro
Diagnostic Test Kits and Reagents used in the
Diagnosis of Prenatal Screening, Disease Status,
Cardiatic Markers, Protein Metabolism, Endocrine
Disorders, Renal Dysfunction, Fertility Testing,
Pregnancy Testing and for Therapeutic
Drug Monitoring

Standard(s): ISO 13485:2016

Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, Japan
MHLW / PMDA, USA FDA. See attached for listing of
specific regulatory requirements.

The Certification Body of TUV SUD America Inc. certifies that the quality management system of the
manufacturer listed above has been audited against the stated criteria and found to conform to those
criteria for the scope of certification listed. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:QS6 054869 0012 Rev. 04

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

REPs Facility ID: F005102
Report No.: 713319707
Effective Date: 2024-05-28
Expiry Date: 2026-05-30
Page 1 of 2

Date of Issue: 2024-06-05 ‘W

( Renee Walker )
Director, US Certification Body, MHS

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


http://www.tuvsud.com/
http://www.tuvsud.com/ps-cert?q=cert:QS6%20054869%200012%20Rev.%2004

‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 054869 0012 Rev. 04

=)

America

Regulatory Requirements:  Audit/Certification Criteria

Australia

Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1 (excluding Part 1.6) — Full Quality
Assurance Procedure

Brazil

- RDC ANVISA n. 665/2022 - Good Manufacturing Practices
- RDC ANVISA n. 551/2021

- RDC ANVISA n. 67/2009 - Vigilance

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

Japan

- MHLW Ministerial Ordinance No. 169 (2004), as amended by
MHLW Ministerial Ordinance No.60 (2021)

- Japan PMD Act (as applicable)

United States

-21 CFR Part 803

- 21 CFR Part 806

-21 CFR Part 807 — Subparts Ato D
-21 CFR Part 820
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Facility(ies): Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, IRELAND

Facility Scopes: Design, Development and Manufacture of In-Vitro
Diagnostic Test Kits and Reagents used in the
Diagnosis of Prenatal Screening, Disease Status,
Cardiatic Markers, Protein Metabolism, Endocrine
Disorders, Renal Dysfunction, Fertility Testing,
Pregnancy Testing and for Therapeutic
Drug Monitoring
REPs Facility ID: F005102

Page 2 of 2

Date of Issue: 2024-06-05 ‘W

( Renee Walker )
Director, US Certification Body, MHS

ZERTIFIKAT & CERTIFICATE ¢

o @
TUV
TUV SUD America, Inc. » 401 Edgewater Place Suite #500 » Wakefield + MA 01880 » USA » www.tuvsud.com
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074LFD0025KM
Basic UDI-DI Name: Activated Alanine Aminotransferase
Risk Class: Class B
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
08P1824 Activated Alanine Aminotransferase 52924 W01010103
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 | N/A

Produced by (Site of Manufacture)

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

e ——Notified Body-|- TUV-SUD-Product-Service GmbH;
(Name and Identification Number) | Ridlerstra3e 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
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: _Sandra Gallagher
Function: _Quality Manager Function: Manager Regulatory Affairs
Signature: c_(;\e»\wx b~ Signature: <. é,—j/aﬁfxé/
Date of Approval: O Ty =~ Lo Date of Approval: D2~ Suly — 20244

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

Date Tssued: ©S - Suy- 2o Yy Place Issued: _Lisnamuck, Longford Co. Longford Ireland
Effective (Date
Supersedes:  30-June-2022 or Lot Number): o5 - [vky - 2o 4.

Page 1 of 9
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACU0430JT
Basic UDI-DI Name: Albumin BCG2
Risk Class: Class B

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

0403020 Albumin BCG2 59071 W01010201

04U3030 Albumin BCG2 59071 W01010201

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

Manufacturer SRN | IE-MF-000010070

Authorized Representative | N/A
(Name and Address)

Authorized Representative SRN | N/A

Produced by (Site of Manufacture) | Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
(Name and Address)

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

Quality Management System EU Certificate No.
Annex IX Chapters I and II1, No. V12 054869 0013
Conformity Assessment Procedure | Including an assessment of the technical
documentation for devices concerned on the basis of
representative samples

Common Specifications (CS) | N/A

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

Full Name: David Spellman Full Name: _Sandra Gallagher
Director Quality Assurance/ Site Quality
Function: Head Function: _Manager Regulatory Affairs
Signature: ;% Signature: . éz/é,‘/éf
- (=g ‘l)
Date of Approval: /O SEP oy Date of Approval: O-SEP- 2eoal,

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

Date Issued: (O S£ f 2T Y Place Issued: _Lisnamuck, Longford Co. Longford Ireland
Effective (Date _ o
Supersedes: _ 13-Mar 2023 or Lot Number): /< S £ oY

Page 1 of 9




EU Declaration of Conformity

Basic UDI-DI: 038074ACT0483K5
Basic UDI-DI Name: Alkaline Phosphatase2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
04T8320 Alkaline Phosphatase?2 52929 Wo01010105
04T8330 Alkaline Phosphatase2 52929 W01010105
Manufacturer | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name and Address)
Manufacturer SRN | IE-MF-000010070
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A
Produced by (Site of Manufacture) | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name and Address)
Notified Body | TUV Stid Product Service GmbH Zertifizierstellen,
(Name and Identification Number) | RidlerstraBe 65 * 80339 Munich Germany

Notified Body Number 0123
Quality Management System EU Certificate No.
Annex IX Chapters [ and 111, 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: _Siobhan Wright Full Name: _Sandra Gallagher
Director Quality Assurance/Site Quality
Function: _Head Function: _Manager Regulatory Affairs
Signature: ___A 560G Q‘/\ é‘ h— Signature: 3. Gc./é«f ({f
Date of Approval: __ (b - DEC - LOL Date of Approval: lb- DEC- 202/

Signed for, and on

behalf of: _Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland
Date Issued: ; , Place Issued:  Lisnamuck, Longford, Co. Longford,
lo -DEC - Lo Ireland
Effective (Date )
Supersedes: N/A or Lot Number): lb- 0EC - Lo

Page 1 of 1



SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 01R0422 Description: Alinity ¢ Pancreatic Amylase Reagent Kit

EDMA: 11.01.01.08

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
III of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex IIT of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 01R0422 Descrizione: Alinity ¢ Pancreatic Amylase Reagent Kit

EDMA: 11.01.01.08

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non € incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell'ambito dell’applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA : Date / Data
A Legal Representativ(-‘ s = /ﬁ F
Un Legale Rappresentant 07/~ 2.,‘ to7 ¥

Ugo De Luca / “ ’l'v‘-'xj

/ /’
i

&
ISO %1:2008 - ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel



a ABBOTT

Declaration of Conformity

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

04785

Abboll Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
0478520 52941 Amylase2 Self-declared

Representative

Authorized European

(name and address)

Not Applicable

Storage of tech

nical documentation

(name and address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.

Longford, Ireland.

Harmonized Standards

Listed in the Technical Documentation

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

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

Signature; /_f@u/\f/v/u L:')v 3"\;‘/ Signature:

Full Name . F I'ull Name

(printed): Slobhan Wright (printed):

Position: Dircctor Quality Assurance/  Posilion:
Site Quality Head

Date of 35 -Or -o Date of

Approval: Approval:

Date Issued: R§-0U - 1o B Place Issued:

Supersedes:  Not Applicable

EfTective Date:

A;J; Aiv [jcl-:’L@’/\
.

Lorraine Whitney

Director Regulatory Affairs

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

AY-0U -70
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EU Declaration of Conformity

Basic UDI-DI: 038074LGF0007LN
Basic UDI-DI Name: Activated Aspartate Aminotransferase
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
08P2324 Activated Aspartatc Aminotransferase 52954 W01010110
Manufacturer " 3 — .
(e wiad Alkdress) Abbeott Ireland 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)
{(Name and Address)

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

Notified Body
(Name and Identification Number)

TOUV SUD Product Service GmbH,
Ridlerstral8e 65, 80339 Munich, Germany
Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System

Annex IX Chapters I and II1,

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: John Lennon Full Name: _Sandra Gallagher
Function: _Quality Manager Function: _Manager Regulatory Affairs
Signature: ‘%\m\ Lkv»‘v«u« Signature: o éc%qféz‘
Date of Approval: 0 Juny ~s -k Date of Approval: O3~ July - ZOZL

Signed for, and on

behalf of: _Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
Date Issued: OY "Ju\g ~ Lot Place Issued: Lisnamuck, Longford Co. Longford Ireland
- Effective (Date
Supersedes: _30-June-2022 or Lot Number): OS - JuLy- 2024

Page 1 of 9




DRC-726

f i CE DECLARATION OF CONFORMITY
V Biokit Edition 5

A Werfen Company P-172 Page 1 of 2

C € DECLARATION OF CONFORMITY

Manufacturer: BIOKIT, S.A.
Hersteller Fabricante Av. Can Montcau, 7
Fabricante Producent 08186 Lliga d’Amunt
Fabricant Tillverkare Barcelona

Produttore Karaokeuaarnig Spain

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

Biokit erklért, dass die aufgefiihrten Produkt(e) mit den Bestimmungen der angegebenen EU-Richtlinien und mit den aufgefiihrten
normativen Dokumenten in Ubereinstimmung sind.

Biokit declara por la presente que los producto(s) abajo mencionados, estdn conformes con las directivas y normas Europeas
identificadas en esta declaracion.

Biokit déclare par la présente, que le(s) produit(s) sous-mentionné(s), est (sont) conforme(s) aux directives et normes Européennes
identifiées dans cette déclaration.

Biokit dichiara con la presente che il(i) prodotto(i) sottomenzionato(i) é(sono) conformi alla direttiva e agli standard specificati in
questa dichiarazione.

Biokit declara pelo presente que o(s) produto(s) abaixo mencionado(s) esté/estdo conforme a Directiva @ normas da Comissdo
Europeia especificadas nesta declarag3o.

Biokit erklaerer herved, at det (de) nedenfor anfarte produkt(er) er i overensstemmelse med de EU-direktiver og standarder, der er
anfgrt i denne erkleering.

Biokit bekréftar hdrmed aft nedan uppréknade produkt(er) &r forenlig(a) med de EU-direktiv och standarder som identifieras i denna
deklaration

H Biokit pe To rapdv SnAWVE! 6T TO TTPOIOV(—Ta) TTOU avapEPOVTal KATWTEPW CULLIOPQUIVOVTIAl UE TV odnyia e Evpwraikic
‘Evwong kat ra mpdTuITa Tou Trapari@evrar army mapovoa SnAwor.

EU Directive:
EU-Richtiinie Directiva UE Directive Européenne Direttiva Europea Directiva UE EU-Direktiv EU Direktiv Odnyia EE

IVD - 98/79/EC (27/10/1998)

Standard(s):

Normen und Richtlinien Estandar(es) Norme(s) Norma(e) Padrdo/PadrGes Standard(er) Standard(er) pdrumo(-a)

ISO 13485




¥ Biokit

A Werfen Company

CE DECLARATION OF CONFORMITY

DRC-726

Edition 5

P-172

Page 2 of 2

Notified Body:

Benannte Stelle Organismo Notificado Organisme Notifié Organismo Notificato Organismo Notificado Teknisk Kontrollorgon
Anméilt Organ Koivorroinuévog Opyaviopds

Name: Other Devices Code: N/A

o Certificate N°: N/A

Product(s):

Annex Ill

Produkt(e) Producto(s) Produil(s) Prodotio(i) Produto(s) Produkt(er) Produkt(er) Ipoidv(-ta)

Product(s)
Produkt(e)
Producto(s)
Produil(s
Prodotto(i)

Produto(s)
Produkt(er)
Produkt(er)
Tpoidv(-ta)

P/N

01R0620

Alinity ¢ ASO Reagent (300 test)

01R0630

Alinity c ASO Reagent (780 test)

01R0601

Alinity ¢ ASO Standard

(_\

\

Aot 294 2%

Signature
Pau Planas
CEQO

Biokit, S.A

Date




| Abbott

0l

Declaration of Conformity

Certificate Identification: DOC-07P9720-SD DELK TPM

Legal Manufacturer’s Name: Abbott GmbH

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

List Numbers and GMDN A : ’ ;
S Cale ot Bivices 1 Code Names and Description of Devices Classification
07P9720 53236 Alinity ¢ Direct Bilirubin Reagent Kit Self-declared
Authorized European N/A

Representative (name and address)

Storage site of technical ; i :
documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.

Harmonized Standards Listed in the Technical Documentation

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

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

5
Signature: [ , jﬁﬂ%r Signature: Tl by ek

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: Zz 7@/ 20 Z/ Date of Approval: l1-Jul- 202/
( Date Issued: : 2 - //,744/ ~ ¢ P
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 19-Feb-2019

Effective (Date or

Lot Number): o '(/7{(/ . /\_ﬂcf ;F’ﬁ




Declaration of Conformity

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

DoC-04V5121, 04V5131-SD DELK

Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
04V5121] 53229 Alinity ¢ Total Bilirubin Reagent Kit Self-declared
04V5131 53229 Alinity ¢ Total Bilirubin Reagent Kit Self-declared

Authorized European
Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.

Harmonized Standards

Listed in the Technical Documentation

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

responsibility of the manufacturer.

AL

Signature:

Full Name: Joerg Amborn Full Name:
Position: Director, Quality Assurance Position:

Date of Approval: ZC' 20-0 G- 04 Date of Approval:

Date Issued:
Place Issued:

Supersedes:

Effective (Date or
Lot Number):

o o P
Signature: %/é@;}/

Noah Lermer

Director Regulatory Affairs
L2 1t - A
LA et - RO

65205 Wiesbaden, Germany

27-Feb-2019

e,
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0487KD
Basic UDI-DI Name: Calcium?2
Risk Class: Class B
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
0478720 Calcium?2 45789 W01010303
04T8730 Calcium?2 45789 W01010303
Manufacturer | Abbott Ireland, Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name and Address)
Manufacturer SRN | IE-MF-000010070
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A

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

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

Notified Body
(Name and Identification Number)

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

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

Quality Management System
Annex IX Chapters [ and III,

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: John Lennon Full Name: Rosemary McEntire
Function: Quality Manager Function: Manager Regulatory Affairs
Signature: :\\B'\f\f\ \/\/\ * Signature: \)< M ‘é,\)\XIV\L
Date of Approval: U ~nou -~ 90V LE Date of Approval: 2% ‘\}\Uu.u:\) A4

Signed for, and on
behalf of:

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

Date Issued:

L\~ Maey ~ 2oLy

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

Supersedes: N/A

Effective (Date
or Lot Number):

AA k\agi\)fi).bfl‘&

e~ Y QA Deegor Qe'\eg&'\-“q\-\

’:S:E‘\A\\ I Cm

Page 1 of 9
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EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name
BG EC JHEKJIAPALIWA 3A CbOTBETCTBHUE bazos UDI-DI Haumenosanue Ha 6a308 UDI-DI
CS | EU PROHLASENI O SHODE Z4kladni UDIL-DI Nazev zakladniho UDI-DI
DA EU-OVERENSSTEMMELSESERKLZARING Grundleggende UDI-DI Grundleggende UDI-DI-navn
DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name
EL AHAQYH YYMMOPOQIHY EE Baowo UDI-DI Ovopacia Bacikov UDI-DI
ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Basico
ET ELi vastavusdeklaratsioon P6hi-UDI-DI Pohi-UDI-DI nimi
FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base
HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI
HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6 UDI-DI neve
IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base
LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums
LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas
NO EU-samsvarserkleering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn
PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI
PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Basico
RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de bazd
SK | EU VYHLASENIE O ZHODE Zakladny UDI-DI Nézov zékladného UDI-DI
SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pa grundldggande UDI-DI
TR AB Uygunluk Beyan Temel UDI-DI Temel UDI-DI Ismi
EN Risk Class List Number and Size Code Product and Trade Name
BG Knac ciopen pucka KarasiooxeH HOMep U KOJI Ha pa3Mepa Hme Ha pOIyKTa U TBPFOBCKO HAUMEHOBaHUE
Cs Rizikova tfida Katalogové &islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy
DA Risikoklasse Bestillingsnummer og storrelseskode Produkt- og varemarkenavn
DE Risikoklasse Bestellnummer und Grofencode Produkt- und Handelsname
_EL Kotnyopio kivdhvon Kadudc Hpoidvrog kot Kadikdg Tuokevasiog Ipoidv kot Eumopucny Ovopacio
ES Clase de riesgo Numero de referencia y codigo de tamaiio Producto y marca comercial
ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi
FR Classe de risque Référence Nom de produit et de marque
HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zastieni naziv
HU Kockazati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név
IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale
LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums
LT Rizikos klasé Katalogo numeris ir dydZio kodas Gaminio ir prekybinis pavadinimai
NO Risikoklasse Bestillingsnummer og storrelseskode Produkt- og handelsnavn
PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa
PT Classe de risco Numero de lista e cddigo de apresentacdo Produto e nome comercial
RO Clasa de risc Numir de listd si cod dimensiune Denumirea produsului si denumirea comerciald
SK Rizikova trieda Katalogové &islo Nazov produktu a obchodny nazov
SV Riskklass Listnummer och storlekskod Produkt och firmanamn
TR Risk Smifi Liste Numarasi ve Boyut Kodu Urtin ve Ticari Ismi
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EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kox GMDN Koxn EMDN IMpousBoauTen (UMe U aapec) EPH Ha npou3BOAUTENS
CS | Kéd GMDN Kéd EMDN Vyrobce (nazev a adresa) Jediné registradni &islo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwduwog GMDN Kodioég EMDN Kortaskevaotig (Ovopa kat Atevbuven) SRN (Movadikdg AptOpdg Mntpaov)
(Ovopatoroyio (Ovopatoloyio Katookevoot
10 TPOTENVOLOYIKDY 10TPOTEYVOLOYIKAV
TPOIOVTIOV) TPOIdVIQV)
ES | Codigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (numero de registro tinico) del
fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodag¢ (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca
HU | GMDN-kod EMDN-kod Gyarto (név és cim) Gyarto6 egyedi regisztracids szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del
fabbricante
LV | GMDN kods EMDN kods Razot3js (nosaukums un adrese) RaZotdja vienotais registracijas numurs
(VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklatiiros priemoniy nomenklatiiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Producent (nazwa 1 adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobow producenta
Medycznych
PT | Cdédigo GMDN Cadigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante
RO | "Cod GMDN Cod EMDN Producétor (nume si-adresé) SRIN-produciétor
SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné &islo (SRN) vyrobcu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si
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EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) (Name and Address)
BG | YnbiaHOMOLIEH PpeacTaBUTeN (UMe 1 EPH Ha yn'bJIHOMOILEHHS NPEACTABUTEN IpousBeneHO OT (MACTO HA
azpec) POM3BOJCTBO) (MME U aapec)
CS | Zplnomocnény zastupce (nazev a adresa) Jediné registraéni ¢islo zplnomocnéného Vyrobeno (misto vyroby)
zastupce (nazev a adresa)
DA | Autoriseret repreesentant (navn og adresse) | Autoriseret reprasentants SRN Produceret af (fremstillingssted)
(navn og adresse)
DE | Bevollméachtigter (Name und Adresse) SRN des Bevollmachtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL | EEovciodompévog Avtimpdoonog (Ovopa | SRN E&ovsiodotnuévon Aviimpoconov Kataokevaletar omd (Epyostdsio
Kot Aevbovon) TAPAYWYNGC)
(Ovopacio kot AiedBoven)
ES | Representante autorizado (nombre y SRN (numero de registro tnico) del Producido por (Lugar de fabricacion)
direccidn) representante autorizado (Nombre y direccion)
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR | Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication)
mandataire (nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képvisel6 (név és cim) Meghatalmazott képviseld egyedi Gyarto (gyartas helye)
regisztracids szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un Pilnvarota parstavja vienotais registracijas | RaZots (raZoSanas vieta)
adrese) numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir [galiotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas
adr deb) NUMEFiS ir-adresa ) e
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL | Upowazniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce
adres) upowaznionego przedstawiciela produkeji)
(nazwa i adres)
PT Mandatario (Nome e Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de cétre (locatie productie) (nume
si adresa)
SK | Autorizovany zastupca (nazov a adresa) Jediné registra¢né ¢islo (SRN) Vyrobené (miesto vyroby)
autorizovaného zastupcu (nazov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och
adress) adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)
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EN | Notified Bedy (Name and Identification Conformity Assessment Procedure
Number)

BG | Hortuduuupas oprau (uMe U HIEHTHQHUKALHOHEH ITpouienypa 3a OlleHKa Ha CHOTBETCTBHETO
HOMep)

CS Oznadmeny subjekt (nazev a identifikaéni &islo) Postup posuzovani shody

DA | Bemyndiget organ (navn og Overensstemmelsesvurderingsprocedure
identifikationsnummer)

DE Benannte Stelle (Name und Identifikationsnummer) | Konformitétsbewertungsverfahren

EL Kowomompévog Opyaviopog (Ovopa kot Apiopog Awdikacio a&lohdynong COUROPEOONS
TO0TONOINoNC)

ES Organismo Notificado (nombre y nimero de Procedimiento de evaluacion de la conformidad
identificacion

ET Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetlus

FR Organisme notifié¢ (nom et numéro d'identification) | Procédure d’évaluation de la conformité

HR | Prijavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti

HU | Bejelentett szervezet (név és azonositd szam) Megfeleloségértékelési eljaras

IT Organismo notificato (nome e numero di Procedura di valutazione della conformita
identificazione)

LV | Pilnvarota iestade (nosaukums un identifikacijas Atbilstibas novérté$anas procediira
numurs)

LT | Notifikuotoji jstaiga (pavadinimas ir identifikacinis | Atitikties vertinimo procediira
numeris)

NO | Meldt organ (navn og identifikasjonsnummer) Framgangsmate for samsvarsvurdering

PL Jednostka notyfikowana (nazwa i numer Procedura oceny zgodnosci
identyfikacyjny)

PT Organismo Notificado (Nome e Numero de Procedimento de avaliagdo da conformidade
Identificacdo)

RO | Organism notificat (nume si numar de identificare) | Procedurd de evaluare a conformititii

SK | Notifikovany organ (Nazov a identifikaéné cislo) Postup posudzovania zhody

SV Anmalt organ (namn och identifikationsnummer) Forfarande for bedomning av ¢verensstimmelse

TR Onaylanmis Kurulus (Isim ve Tanim Numarasi) Uygunluk Degerlendirme Prosediirii
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EN

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

BG

Cucrema 3a ynpasnenue Ha kauecTBoto IIpunoxenne [X, rmasu [ u 111,
BKJTIOYMTEJTHO OLIEHKa Ha TEXHHYECKATa JOKyMEHTALMs Ha ChOTBETHHTE M3/E/IHs Bb3 OCHOBA Ha
NpEeACTaBUTENIHH IPOOH

CS

Systém Fizeni kvality Ptiloha IX Kapitoly I a III,
véetné posouzeni technické dokumentace dot8enych prostfedk na zakladé reprezentativnich vzorki

DA

Kvalitetsstyringssystem Bilag IX kapitel I og I1I,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pd baggrund af repraesentative prover

DE

Qualitdtsmanagementsystem Anhang IX Kapitel I und 111,
einschlieBlich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage
représentativer Stichproben

EL

Zvomua Awyeipiong ITowwtntoag Hopdptnue IX Keparoa I ko 11,
copmepiapPaveTor a&loAdynon Tov TELVIKOD Pakélov yia Tpoidva Tov egetaloviar e PAoN AVTIPOGOREVTIKG,
deiypata

ES

Sistema de Gestion de Calidad Anexo IX, capitulos [y III,
se incluye una evaluacion de la documentacion técnica para los productos afectados sobre la base de muestras
representativas

ET

Kvaliteedijuhtimissiisteem IX lisa I ja I1I peatiikk
Sealhulgas asjaomaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite pdhjal

FR

Systéme de gestion de la qualité Annexe IX Chapitres I et III,
Inclut une évaluation de la documentation technique pour les dispositifs concernés, sur la base d’échantillons
représentatifs

Sustav upravljanja kvalitetom Prilog IX., Poglavlja L. i IIL,
ukljuéujuci ocjenjivanje tehni€ke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka

HU

Minéségiranyitasi rendszer IX. melléklet, I. és III. fejezet, ideértve az érintett eszkozok miiszaki

IT

Sistema.-di-gestione-della-qualita-Allegato-IX-Capitoli-I.e 111

compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni
rappresentativi

LV

Kvalitates vadibas sistéma IX pielikuma I un III nodala,
tostarp attiecigo ieriu tehniskas dokumentacijas noveért&jums, pamatojoties uz reprezentativiem paraugiem

LT

Kokybeés valdymo sistema IX priedo I ir III skyriai,
jskaitant atitinkamy priemoniy techninés dokumentacijos vertinima remiantis tipiniais pavyzdZiais

NO

Kvalitetsstyringssystem Vedlegg IX kapittel I og I1I,
inkludert en vurdering av den tekniske dokumentasjonen for aktuelt utstyr p4 grunnlag av representative prover

PL

System Zarzadzania Jakoscig Zatacznik IX, Rozdziaty I oraz I1I,
w tym ocena dokumentacji technicznej danych wyrobdw na podstawie reprezentatywnych probek

PT

Sistema de gestdo da qualidade Anexo IX Capitulos I e I1I,
Incluindo uma avaliagdo da documentag@o técnica para os dispositivos em questdo com base em amostras
representativas

RO

Sistemul de management al calitatii Anexa IX, Capitolele I si III inclusiv o evaluare a documentatiei tehnice
pentru dispozitivele in cauzi pe baza unor probe reprezentative.

SK

Systém riadenia kvality Priloha IX Kapitoly I a III, vratane posudenia technickej dokumentacie prislusnych
pomdcok na zdklade reprezentativnych vzoriek

Sv

Kovalitetsledningssystem Bilaga IX Kapitel I och III,
Inklusive en bedomning av den tekniska dokumentationen for berorda produkter som grundar sig p&
representativa urval

TR

Kalite Yonetim Sistemi Ek IX Bolim I ve III
Temsili numuneler bazinda ilgili cihazlar i¢in teknik dokiimantasyonun degerlendirilmesi dahil

Page 6 of 9




EN EU Certificate No. Common Specifications (CS) Full Name

BG EC Ceptuduxar Ne O61u cnienudukanuu (OC) IIBIHO HaUMEHOBaHKE
CS Cislo certifikatu EU Spoleéné specifikace Cely nazev

DA EU-certifikatnummer Feelles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (GS) Vollstandiger Name
EL Ap18u6¢ motomomtikod EE Kowég tpodaypagéc (KIT) ITAripng ovopacio
ES Numero certificado UE Especificaciones comunes Nombre completo
ET EL-i sertifikaadi nr Uhtsed kirjeldused Téisnimi

FR Ne certificat UE Spécifications communes Nom complet

HR EU potvrda br. Zajednicke specifikacije (,,CS®) Puni naziv

HU | EU-tantsitvany szdma Egységes eldirasok Teljes név

IT Ne° del certificato UE Specifiche comuni (SC) Nome completo

LV ES sertifikata Nr. Kopigas specifikacijas Pilns nosaukums

LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavardé
NO EU-sertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikatu UE Wspdlne specyfikacje Imie i nazwisko

PT Certificado UE N° Especifica¢des comuns Nome completo

RO Nr. certificat UE: Specificatii comune (CS) Numele complet

SK Certifikat EU &. Spoloéné 3pecifikacie Cely nazov

SV Nummer pd EU-intyg Gemensamma specifikationer Fullsténdigt namn
TR AB Sertifika Numarasi Genel Spesifikasyonlar (GS) Adi Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JIapKHOCT TloanucaHo 3a ¥ OT UMETO HA JlaTa Ha u3gaBaHe
CS Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agtovpyio Ynoypdgetat yio Kot €K LEPOVG TOV/TNG Huepounvia éxdoong
ES Funeién Firmada-por;y-en-nombre-de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Viljaandmise kuupédev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU | Beosztds Aldird a kovetkezd képviseletében és nevében Kiadés datuma

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

LV Amats Parakstits §adas personas varda Izdo$anas datums
LT Pareigos Subjekto, kurio vardu pasira§oma, pavadinimas I8davimo data

NO | Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcija Podpisano w imieniu Data wydania

PT Funcdo Assinado e em nome de Data de emisséo

RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Détum vydania

SV Funktion Undertecknat for och pé& uppdrag av Datum for utfardande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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EN Supersedes Signature Date of Approval

BG | 3amectBa IMoxmuc Jlata Ha ofobOpeHHe
CS Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrift Godkendelsesdato

DE Ersetzt Unterschrift Datum der Genehmigung
EL Avuikoafi6Td Ymoypaon Hpepounvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupédev
FR Annule et remplace Signature Date de 1’autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkezd dokumentumot: Alairas Jovahagyas datuma

IT Sostituisce Firma Data di approvazione
LV Aizstgj Paraksts Apstiprina$anas datums
LT Pakeigia Para3as Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia

PT Substitui Assinatura Data de aprovacdo

RO | Inlocuitor Semnéturd Data aprobarii

SK Nahradza Podpis Détum schvalenia

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

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha U3naBaHe B cuia o1/3a (naTa Wi HOMep Ha NapTHia)

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

DA | Udstedelsessted Ikrafttreedelse (dato eller lomummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog éxdoomng e 1oyd and (Huepounvia 1 ap. Toptidag)

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise koht Joustumine (kuupédev voi partiinumber) B T
FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR | Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadas helye Hatalybalépés (datum vagy tételszam)

1T Luogo di rilascio Valido da (data o numero di lotto)

LV Izdo3anas vieta Speka no (datums vai partijas numurs)

LT I3davimo vieta Isigalioja (data arba partijos numeris)

NO | Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowiazuje od (data lub numer partii)

PT Local de emissdo Efetividade (Data ou numero de lote)

RO Locul eliberarii Valabilitate (data sau numdrul lotului)

SK Miesto vydania Ukinnost od (datum alebo &islo Sarze)

SV Plats for utféirdande Verkstilligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiirtirliik (Tarih veya Lot Numarast)
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EN

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

BG

Hue, nonynoanucanuTe, ¢ HACTOAIIOTO AEKIapHpame, 9e FOPEONHCAHOTO(UTE) MEAULIMHCKO(M) H3emnue(st) 32 HHBUTPO AHArHOCTHKA OTroBapsi(T) Ha
npunoxumMuTe pasnopentdu Ha Permament (EC) 2017/746 na EBponeiickus napiamenT u Ha ChBeta oT S anpui 2017 r. OTHOCHO MEAUUMHCKUTE M3IETHS 32
MHBHTPO AuarHocTyka. Tasu nexnapanus e HarpaseHa B ChoTBETCTBHE C [Ipunoxenue IV Ha Permamenta 3a [VD u 3a HeHHOTO U3/aBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO NIPOHU3BOJIUTENISAT.

CS

My, niZe podepsani, timto prohlaSujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostfedek (prostfedky) in vitro uvedeny(-¢) vy3e je (jsou) ve shodé s ptislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in vitro. Toto
prohlaseni je v souladu s Pfilohou IV nafizeni IVD a je vydéno na vyhradni odpovédnost vyrobce.

DA

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

DE

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

EL

Epeig, o1 vmoypagovieg, SnAdvovue pe 10 Tapdv OTL 0, TPOOVOPEPOUEVD, SI0YVIGTIKG TPOTEXVOLOYIKE TPOIGVTO GUUHOPOAVOVTAL UE TIG LEXDOVGES S10TAEEIG
tov Kavoviepov (EE) 2017/746 tov Evponaikov KowoBoviiov kat ov Zvppovriov g 5™ Anpikiov 2017 oxetikd pe o in vitro Si0yvecTikd

1 TpoTEVOroYIKd mpoidvta. H Sfidmon avtn yivetan sdpowva pe to Mopdpmua IV tov Kavoviepov IVD kat exdidetar pe amorkelotikn £060vn 100
KOTUOKEVAOTH

ES

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

ET

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

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in
vitro. Cette déclaration est établie conformément 4 I’ Annexe IV du Réglement DIV sous la seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)

20177746 Europskog parlamenta i Vijeca od 5. travnja 2017. 0 in vifro dijagnostickim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod iskljuéivom odgovorno$éu proizvodada.

Alulirottak ezennel kijelentjik, hogy a fent leirt in vitro orvostechnikai eszkoz(ok) megfelel(nek) az Eurdpai Parlament és a Tanécs in vitro diagnosztikai
orvostechnikai eszkozokrol szolé (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkozo rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eléirasoknak, és a gyarto kizardlagos feleléssége alapjan keriilt kiadasra.

IT

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

LV

Mes, apaksa parakstijusies, ar $o pazinojam, ka iepriek$ aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém. ST deklaracija ir sagatavota saskana ar
IVD regulas IV pielikumu un par izdo§anu atbild vienigi raZotajs.

LT

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

NO

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

PL

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

PT

Nés, abaixo assinados, declaramos que os dispositivos médicos para diagnostico in vitro descritos acima estdo em conformidade com as disposicées aplicaveis
do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagndstico in vitro. Esta
declaracdo ¢ feita em conformidade com o anexo IV do Regulamento IVD e é emitida sob a exclusiva responsabilidade do fabricante.

RO

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

SK

My, dolupodpisani, tymto vyhlasujeme, Ze diagnostické(-¢) zdravotnicka(-e) pomdcka(-y) uvedena(-¢) vyssie je (si) v zhode s prislusnymi ustanoveniami
Nariadenia Eurépskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych poméckach in vitro. Toto vyhlésenie je v stilade
s Prilohou IV k Nariadeniu IVD a vydava sa na vyhradni zodpovednost’ vyrobcu.

SV

Vi, undertecknade, forsakrar hiarmed att den eller de medicintekniska produkter for ir vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillimpliga
bestdmmelserna i Europaparlamentets och radets forordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
forsakran gors i enlighet med bilaga IV till IVD-forordningen och utfirdas under tillverkarens enskilda ansvar.

Biz; asagida-imzalarrbulunan;yukarida-belirtilen-in-vitro-diagnostik-tibbi-cihazlarin; 20 17/746-sayili-Avrupa-Parlamentosu-(AB)-Yonetmeligiile-5-Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili huktmlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yonetmeligi Ek IV uyarinca yapilmistir
ve lireticinin minhasir sorumlulugu altindadir.
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SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY
for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 09P9320 Description: Alinity ¢ Ceruloplasmin Reagent Kit

EDMA: 12.01.03.02

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
ITT of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive,

DICHIARAZIONE DI CONFORMITA’ CE
per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF; 09P9320 Descrizione: Alinity ¢ Ceruloplasmin Reagent Kit

EDMA: 12.01.03.02
soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non € incluso nell'elenco A e B dell’Allegato 1I della Direttiva

3. & progettato, fabbricato e immesso in commercio nell'ambito dell’applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato I1I della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell'Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA Date / Data

A Legal Representative

Un Legale Rappre htﬁﬁt7 19 /)12 S0t
S Z1__L_ )

Ugo De Luca/ /7

ISO 9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

v.sentineldiagn
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0488KF
Basic UDI-DI Name: Cholesterol2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
04T8820 Cholesterol2 53359 W01010205
04T8830 Cholesterol2 53359 W01010205
Manufacturer | Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
(Name and Address)
Manufacturer SRN | IE-MF-000010070
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A

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

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

Notified Body
(Name and Identification Number)

TUV SUD Product Service GmbH,
RidlerstraB8e 65, 80339 Munich, Germany
Notified Body Number 0123

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

Quality Management System

Annex IX Chapters I and III,

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

Common Specifications (CS)

N/A

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

of the manufacturer.

Full Name: David Spellman Full Name: _Rosemary McEntire
Director Quality Assurance/ Site Quality
Function: Head Function: _Manager Regulatory Affairs
Signature: %%___, Signature: : \)v( \éu\_, s
Date of Approval: S 0CT 2s2yg Date of Approval: 3 \ Ock Q\C»(?\‘*

Signed for, and on
behalf of:

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

Date Issued: IES | ©CT 2oz 4 Place Issued: _Lisnamuck, Longford Co. Longford Ireland
Effective (Date
Supersedes: _25-Sep-2023 or Lot Number): R 0T 224
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SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 09P9422 Description: Alinity ¢ Cholinesterase Reagent Kit

EDMA: 11.01.01.11

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
IIT of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 09P9422 Descrizione: Alinity ¢ Cholinesterase Reagent Kit

EDMA: 11.01.01.11
soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non e incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell’ambito dell’applicazione di un sistema qualitd
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato I1I della
Direttiva.

Il fabbricante dichiara inoitre di:

1. conservare e tenere a disposizione dell’Autoritd Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell'ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA Date / Data
A Legal Representatjve ;
Un Legale Rappres;’ntanl;e O/ ;/—,1( 77

Ugo De Luca ',/ /fpp
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SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 09P9432 Description: Alinity ¢ Cholinesterase Reagent Kit

EDMA: 11.01.01.11

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
IIT of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive,

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilitd che il dispositivo

REF: 09P9432 Descrizione: Alinity ¢ Cholinesterase Reagent Kit

EDMA: 11.01.01.11

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilitd che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non & incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell'ambito dell’applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla

Direttiva.

Sentinel CH. SpA Date / Data

A Legal Representat:}e/.

Un Legale Rappre:?“l%}?ﬁt; o //4 " / .
Ugo De Luca // /7 LVV-\ /

/
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SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 09P9522 Description: Alinity ¢ CK-MB Reagent Kit

EDMA: 11.01.01.14

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
IIT of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico /n vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 09P9522 Descrizione: Alinity ¢ CK-MB Reagent Kit

EDMA: 11.01.01.14

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilitd che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non & incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell’ambito dell‘applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autoritd Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un'idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA Date / Data
A Legal Representj?é y .
Un Legale Rappreséntan 24/ "’/f/ E Ry
2 -
Ugo De Luc;,a/ @ ety
P
w
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SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 09P9532 Description: Alinity ¢ CK-MB Reagent Kit

EDMA: 11.01.01.14

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
III of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex I1I of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 09P9532 Descrizione: Alinity ¢ CK-MB Reagent Kit

EDMA: 11.01.01.14

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non € incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell’ambito dell‘applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA / Date / Data
A Legal Representative |
Un Legale Rapprésentante
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SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for /n vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 09P9501 Description: Alinity ¢ CK-MB Calibrator Kit

EDMA: 11.50.03.02

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
IIT of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 09P9501 Descrizione: Alinity ¢ CK-MB Calibrator Kit

EDMA: 11.50.03.02
soddisfa i requisiti essenziali applicabili richiesti dall’Allegato 1 della Direttiva 98/79/CE, come prescritto
dall'Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non e incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell'ambito dell'applicazione di un sistema qualit3
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autoritdh Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA |, Date / Data
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SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for /in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 09P9510 Description: Alinity ¢ CK-MB Control Kit

EDMA: 11.50.02.01

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
IIT of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 09P9510 Descrizione: Alinity ¢ CK-MB Control Kit

EDMA: 11.50.02.01

soddisfa i requisiti essenziali applicabili richiesti dall'Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilitd che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non & incluso nell'elenco A e B dell’Allegato II della Direttiva

3. e progettato, fabbricato e immesso in commercio nell’ambito dell'applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato I1I della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autoritd Competente il fascicolo tecnico di prodotto, specificato
nell'Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA F o Date / Data
A Legal Representative/ G 3. s o

Legale Rappresentant LTI
Un 9 s e e &

Ugo De Luca

9k
4
ISO 90{1:2008 ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel



| Abbott

L

Declaration of Conformity

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

DOC-08P4220-SD DLK TPM
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN
Size Code of Devices | Code

Names and Description of Devices

Classification

08P4220 53006

Alinity ¢ Creatine Kinase Reagent Kit

Self-declared

Authorized European
Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.

Harmonized Standards

Listed in the Technical Documentation

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

This declaration is made in accordance with Annex I1I of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

O el

Signature: Signature:

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position:

Date of Approval: @'H;% ] 2 22, Date of Approval: 29- ﬁ;p}’ - 2022

iffuot ol

Manager Regulatory Affairs

Date Issued:

Place Issued:

Supersedes:

Effective (Date or
Lot Number):

31-Dec-2016

05~ fay -2027

as Aﬁj 200

65205 Wiesbaden, Germany
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