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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0496KE
Basic UDI-DI Name: Gamma-Glutamy| Transferase?
Risk Class: Class C
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
0419620 Gamma-Glutamyl Transferase2 53027 WO01010116
04T9630 Gamma-Glutamyl Transferase2 53027 Wo1010116
Mimufpoiurer Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name and Address) PRI HCK, Longford, Lo. Long

Manufacturer SRN | IE-MF-000010070

Authorized Representative N/A
(Name and Address)

Authorized Representative SRN | N/A

Produced by (Site of Manufacture)

(Nains snd Addréss) Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

TUV SUD Product Service GmbH,
RidlerstraBe 65, 80339 Munich, Germany
Notified Body No. 0123

Notified Body
(Name and Identification Number)

Quality Management System EU Certificate No.
Annex IX Chapters I and III,

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

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)
20177746 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
Function: _Director Quality/Site Quality Head Function: .l\ldjanager Regulatory Affairs
Signature: ,@{Z\ Signature: "f( ".L( : i/_ kf_ﬁ;u,\_Q
Date of Approval: ) /C( ,4*&({.-} 2ol g—- Date of Approval: r{ -}\L e Tk \/ 9\'\:9\3_

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

Date Issued: /U /}' Ul 2o Sﬂ- Place Issued: _Lisnamuck, Longford. Co. Longford Ireland
Effective (Date . ) "
Supersedes: 22 May 2024 or Lot Number): /9 ,:4-{,((; 2072)

Digitally signed by Ceaicovschi Tudor
Date: 2026.06.29 15:01:03 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA
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| Abbott

L

Declaration of Conformity

Certificate Identification: DOC-07P5520, 07P5530-SD DELK TPM

Legal Manufacturer’s Name: Abbott GmbH

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

List Numbers and GMDN _— ; : .
Size Code of Devices | Code Names and Description of Devices Classification
07P5520 53301 Alinity ¢ Glucose Reagent Kit Self-declared
07P5530 53301 Alinity ¢ Glucose Reagent Kit

Authorized European N/A

Representative (name and address)

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

Signature: / : ,g(-’/'lxﬁv{ Signature: J !’/J/U G?LQ)?ZUM)

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: ZZ 7Vl,f QOZ} Date of Approval: 1= J1}]-2021
~ -
Date Issued: 22- W .-c? e
rd
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 13-Oct-2017
Effective (Date or i
Lot Number): 24.?*' /254/' .{’—;@V

“
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Abbott IVDD Declaration of Conformity Attribute Update Letter

(Name and Address)

Number: 1
List Number and Size Code Name and Descriptions of Devices GMDN Code
08P4321 Alinity ¢ Hemoglobin Alc Reagent Kit 59090
Legal Manufacturer Abbott GmbH
(Name and Address) Max-Plank-Ring 2
65205 Wiesbaden, Germany
Authorized European N/A
Representative

Storage Site of Technical
Documentation
(Name and Address)

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

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 DoC-08P4320, 08P4301, 08P4310-SD DLK TPM — Date of Approval 02-Feb-2022
Declaration of Conformity
Identification
Description of updated Create new size code for Alinity ¢ Hemoglobin Alc Reagent Kit (LN 08P4321) for logistical
attributes from IVD Directive | reasons to implement the REACH change to meet the requirements of the REACH Restriction
98/79/EC Declaration of relating to Dimethylformamide (DMF).
Conformity

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: Claudia Becker

Full Name: Susanne Ulrich

Function: _ Director Quality Assurance Function: Asgo, ciate DirectorRegulatory Affairs

— Pl —— =
Signature: C. L&(JZA’,L Signature: _ #iAgg /rne / /Z@ .Z_,

Date of

F = . —~ Date of IJ ) =
Approval: c«) b [ Z-‘/ *9 0 C.) d Azpi{?val: /z:’ ¢/ 9—6 / /%‘{f

Date Issued: Z (, / 7.u,t} 20 2 .S Place Issued: W ,--L’-‘f f)f Dclen

Effective (Date

or Lot Number): “<°b I?;-f ‘QO 2 3

1




) Abbott

Declaration of Conformity

Certificate Identification: DOC-08P4320, 08P4301. 08P4310-SD DLK TPM

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2. 63205 Wiesbaden, Germany

ls"ii:: (Nfz:]ehj;!;)ztlijces g:::?“ Names and Description of Devices Classification
EPGEO 59090 Alinity ¢ Hemoglobin A Ic Reagent Kit | Self-declared

08P4301 53315 | Alinity ¢ Hemoglobin A I¢ Calibrators | Self-declared

08P4310 44435 [ Alinity ¢ Hemoglobin A lc Controls Self-declared

Authorized European

: N/A
Representative (name and address)

Storage site of technical ; ; g
'? .
documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, lrving, 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 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

A g

Signature: ( ':-)(F( /z‘:,,.‘:“!_ Signature: i ) ’f

Full Name: Claudia Becker Full Name: Tiffini Jenlzins

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: V2 ?L'?J; 2022 Date of Approval: [~Feh-2(22
Date Issued: <2 Feb 2822
Place Issued: 65205 Wiesbaden. Germany
Supersedes: 12-Feb-2019

Eftective (Date or

Lot Number): L2 FQ ‘D AD27.
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0498K]
Basic UDI-DI Name: Iron2
Risk Class: Class B
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
04T9820 Tron2 54758 Wo01010216
Manufacturer

(Nmmeand 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)

. . T = ; ofoid Co. L I
(Name and Address) Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

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

Quality Management System EU Certificate No.
Annex IX Chapters I and I1I, 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: Rosemary McEntire
Director Quality Assurance/Site Quality
Function: Head Function: Manager Regulatory Affairs
Signature: %’/ il Signature: g . M\“Q,%G\.\_Q_
Date of Approval: 7 [ rU oV 7ol 1 Date of Approval: <\ I\BQ'J 2028

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

Lisnamuck, Longford, Co. Longford,
Date Issued: 2 [ U oV 1oT 3 Place Issued: Ireland
09 December 2021 Effective (Date ; : e ¢
Supersedes: or Lot Number): Z ( _A.-!D J DT ,75

Page 1 of 9




cJ

Abbott EU Declaration of Conformity
Basic UDI-DI: 038074ACP0914HX
Basic UDI-DI Name: Alinity ¢ Lipid Multiconstituent Calibrator

Risk Class: Class B
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
09P1403 Alinity ¢ Lipid Multiconstituent Calibrator Kit 53356 W0102152203
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)
{(Name and Address)

Randox Laboratories Limited
55 Diamond Road

Crumlin, County Antrim
BT29 4QY, United Kingdom

Notified Body
(Name and Identification Number)

TUV SUD Product Service GmbH

Notified Body Number 0123

Ridlerstrafle 65, 80339 Munich, Germany

Conformity Assessment Procedure

Quality Management System
Annex IX Chapters [ and III,

the basis of representative samples.

including an assessment of the technical
documentation for devices concerned on

EU Certificate No.
No. V12 010051 0137

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:

Asspe, Director Regulatory Affairs
7

=
Signature: ( 2 K( £, /.f.:; Signature:

Date of Approval: 28 z4'pr 2 p2S Date of Approval:

S

—

Signed for, and on

behalf of: Abbott GmbH, Wiesbaden, Germany

9S JAprl /2025

Place Issued: 65205 Wiesbaden, Germany

Date Issued: »?\S- /4;.0(‘ 2 ITANY

Supersedes: _30-Jan-2024

Effective (Date
or Lot Number):

pr/fa -JUZI-



DRC-726

P CE DEGLARATION 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 Llica d’Amunt
Fabricant Tiliverkare Barcelona

Produttore Karaoxkeuvaoris Spain

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

Biokit erkldrt, dass die aufgefiihrien Produki(e) mit den Bestimmungen der angegebenen EU-Richtiinien und mit den aufgefiihrien
normativen Dokumenten in Ubereinstimmung sind.

Biokit daclara por la presente que los producto(s) abajo mencionados, estén conformes con las directivas y normas Europeas
Identificadas en esta deciaracion,

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

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

Biokit dectara pelo presente que o(s) produlo(s) abaixo mencionado(s) estd/estdo conforme a Directiva @ normas da Comisséo
Europeia especificadas nesta declaragio.

Biokit erkizerer herved, at det (de) nedenfor anferte produit{er) er i overensstemmeise med de EU-direkiiver og standarder, der er
anfart i denne erkissring.

Biokit bekréftar hdrmed alt nedan upprdknade produkifer) &r frenlig(a} med de EU-direktiv och standarder som identifieras | denna
dekiaration

H Biokit ue ro mapdv SnAwver Oon 10 TPOIOV(=Ta) TOU aVOPEPOVIaT KOTWItpw CULLOpEUNvOVIal HE Ty odnyia T Eupwmaikic
Evwong ko ra IPSTUTTG moU mapariBeviar arnv mapodoa ShAwo).

EU Directive:
EU-Richtlinie Directiva UE Directive Européenne Direltiva Europea Directiva UE EU-Direktiv EU Direktiv O8nyia EE

IVD - 98/79/EC (27/10/1998)
Standard(s):

Normen und Richlfinien Esténdar{es) Norme(s) Norma(e) Padrdo/PadrGes Standard(er) Standard(er) fMpdrumof-q)

1SO 13485




W Biokit

A Werfen Company

CE DECLARATION OF CONFORMITY

DRC-726

Edition 5

P-172

Page 2 of 2

Notified Body:

Benannte Stelle  Organismo Nofificado Organisme Nolifié  Organismo Nofificato  Organismo Notificado  Teknisk Kontroliorgon
Anméit Organ Koworromypévos Opyavioros

Name: Other Devices Code: N/A
¢ Coertificate N> N/A Annex lli
Product(s}:
Produkife) Producto(s) Produil(s) Prodolfo{i} Produto(s) Produkifer) Produkifer) Hpofovi-ta}
|Product(s)
Produki{e) Produto{s)
Producto(s} Produkt{er)
Produit(s Produki{er)
Prodotiofi) Mpoldvi-ta)
PIN
01R1420 Alinity ¢ Lp{a} Reagent Kit
01R1401 Alinity ¢ Lp{a) Calibrators
01R1410 Alinity c Lp(a) Control Kit

Patt Planas
CEO
Biokit, S.A

Signature \

Date




SENTINEL.

DIAGNOST
Mod. 98 - Rev.4 - Dala: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 serclogy” declares, under its own responsibility that the device

REF: 04Y85-20 Description: Lipase NG OC Reagent Kit

EDMA: 11.01.01.23

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 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, biclogia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilitd che il dispositivo

REF: 04Y85-20 Descrizione: Lipase NG OC Reagent Kit

EDMA: 11.01.01.23

soddisfa | 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 111 della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autoritda Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato TII 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 Representa 6;3
Un Legale Rappr__e;ﬁt%{%m 2 /OZ /20 19
Ugo De Luca/ 7 7%

IS0 9001:2015 - ISO 13485:2016 & EN IS0 13485:2016 - ISO 13485:2016 CMDCAS - BS OHSAS 18001:2007 - IS0 14001:2015
SENTIMNEL CH, SpA - Via Robart Koch, 2 - 20152 MILANO - Tal. 439 02 345514.1 Fax +39 02 345514.64 - Cod. Fisc. e P IVA / VAT IT 07116040458
Registro dalia Imprese di Mifano - REA n® 1139796 - Registra AEE n° 1T¢8040000004820 - Cap, Soc. f Nom, Cap, € 2,500,000 Ly, - sentinsl@sentinel.it
www.sentineldiagnostics.com




a ABBOTT

Declaration of Conformity

Certilicate dentification: Q8PLY
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer's Address: Lisnamuck, Longford, Co. Longford, [refand.
List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
08P1925 .
08P1934 46795 Magnesium 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 undersigmed, 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 Diagnestic Medical Devices as they are
transposed into the laws of the member states.

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

Signature: /rlm I/%‘J:g?w Signature: éwé‘,‘w C\éﬂ. Lf}

Fuli Name Full Name .

(printed): Siilihfn Wright  (printed): Lorraine Whitney -

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

Date of - J'q"\j - WU Date of 20 Fuw 72024

Approval: Approval:

Date Issued: 00~ JAN - 12 A Place Issued AIDD, Longford

Supersedes: 13 July 2020 Effective (Date) W~ gan -




] Abbott

Declaration of Conformity

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

DOC-08P6001-SD DLK TPM
Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbersand | GMDN | . . T
Size Code of Devices | Code Names and Description of Devices | Classification
08P6001 47868 | Alinity ¢ Multiconstituent Calibrator 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 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

£ T;’téf\’:

Signature: Signature:

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

Date of Approval: 02 Feb 2022 Date of Approval:

Date Issued:
Place Issued:

Supersedes:

Eftective (Date or
Lot Number):

Sufnifonint)

Tiffini Jenkins

Manager Regulatory Affairs

[-Feb-2022
o) Feb 2222

65205 Wiesbaden, Germany

19-Aug-2019

c2 fehy 20272
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACU0403JQ
Basic UDE-DI Name: Phosphorus2
Risk Class: Class B
List Number MDN Code | EMDN Code
and Size Code Product and Trade Name G
04U0320 Phosphorus2 59123 W01010307
04U0330 Phosphorus2 59123 w01010307
Manufactarer | Abbott Ircland Diagnostics Division Lisnamuck, Longford, Co. Longford Ircland
(Name and Address)
Manufacturer SRN | 1E-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 Siid Product Service GmbH Certification Body,
(Name and Identification Number) RidlerstraBe 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 | , . y;n0 o 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

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

Full Name: David Spellman Full Name: Sandra Gallagher

Function: Director Quality Assurance/ Site Quality Function:
Head Menager Regulatory Affairs
: 4
Signature: % Signature: < M g (P

Date of Approval: /7 Npr w23 Date of Approval: | F-pPR-2022 .
Signed for, and on
behalf of: _Abbott Ireland Di ics Division Lisnamuc Co. Longford Ireland
Date Issued: / 7 ’ /1'“F’ < 20272 Place Issued: {;i:muck. Longford, Co. Longford,
Effective (Date
Supersedes: _N/A or Lot Number): [? Arr T2




a ABBOTT

Declaration of Conformitlyﬂ

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

04T81

Abbott Ireland Diagnostics Division

[Lisnamuck, Longtord, Co. Longford, Ircland.

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
0418120 53989 Total Protein2 Scif-declared
04T8130 53989 Total Protein2 Sclf-declared
Authorized Europecan Not Applicable

~ Representative (name and address)

Storage of technical documentation
(name and address)

Abbott Ireland Diagnostics Division, I.isnamuck, I.ongford, Co.
Longtord, Ircland.

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 issucd under the sole

responsibility of the manufacturer.

@)

__fér/wm CJ«A\&)@

Signature: Signature:
Full Name . . Full Name . .
(printed): Siobhan Wright (printed): Lorraine Whitney
Position: Director Quality Assurance/  Position: Direstor’Reiatony siffalics
Site Quality Head
Date of . 23-0OLT -Jo Date of ) ‘Z 2 ot 2020
Approval: Approval:
Datelssued: 22 - OCr -0 Place Issucd: Abbott Ircland Diagnostics Division,
Lisnamuck, l.ongford, Co. Longtord, Ireland.
Supersedes:  Not Applicable Etfective Date: 2-v0 - A




| Abbott

Declaration of Conformity

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

DOC-08P6201-SD DELK 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
08P6201 30505 Alinity ¢ Specific Proteins Multiconstituent Calibrator 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 III of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature:

(. Ter,

Signature:

Full Name: Claudia Becker

Position:

Director Quality Assurance

Full Name:
Position:

Date of Approval:

Date of Approval: ,f 9 7&, -? 0 2 ’
J

Date Issued:
Place Issued:

Supersedes:

Effective (Date or
Lot Number):

Tiffini Jenkins

Manager Regulatory Affairs
9-jiin-2021
e/ ‘/%//ﬂ -2

65205 Wiesbaden, Germany

08-Jan-2018

ﬁ?' ) Zj_e_»

7 —257
—clA]
/




a ABBOTT

Declaration of Conformity

Certificate Identification: 04U06
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, Ireland.
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
04U0620 53462 Triglyceride2 Self-declared
Authorized European Not Applicable

Representative (name and address)

Storage of technical documentation | Appott 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 ITI of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: { LTy O o Sionature:
F 2f:‘N ) - & p'g;TaN .
ull Name . : ull Name -
(printed): Siobhan Wright (printed): Thomas Breslin
Position: Director Quality Assurance/  Position: Manager Regulatory Affairs

Site Quality Head

26 -Tow£ -202])

Date of WY - Ju hnN=- 11l Date of
Approval: Approval:
Date Issued: We- J “un/ o Place Issued: Abbott Ireland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, Ireland.
Supersedes:  Not Applicable Effective Date: & S — Tv wé - 202/




cJ

Abbott EU Declaration of Conformity
Basic UDI-DI: 038074ACP0775]9
Basic UDI-DI Name: Alinity ¢ Ultra HDL
Risk Class: Class B

List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
07P7520 Alinity ¢ Ultra HDLReagent Kit 53391 W01010215
07P7530 Alinity ¢ Ultra HDLReagent Kit 53391 W01010215
Manufacturer Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany

ame and Address)

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)

Canada

Sekisui Diagnostics P.E.I Inc.
70 Watts Avenue
Charlottetown

Prince Edward Island

ClE 2B9

Notified Body

(Name and Identification Number)

TUV SUD Product Service GmbH Zertifizierstellen
Ridlerstrafie 65, 80339 Miinchen, 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 010051 0137

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 Full Name: _Susanne Ulrich

Director Quality Assurance Function: _Assgc. Dircctor Regulatory Affairs
C S/ C Signature: ’/{w anné é/ bl
A2 Oc+ 202 3 Date of Approval: //2/(’ /[ le27

Abbott GmbH, Wiesbaden, Germany
A2 Dct 292X Place Issued: _65205 Wiesbaden, Germany

08-Jul-2022 oE ﬁftlil\:fn‘(f;‘t)e Ao - 2023




] Abbott
L] L]
Declaration of Conformity

Certificate Identification: DOC-08P1620, 08P1630-SD DELK TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN & i : . .
She Code of Devices | Cof Names and Description of Devices Classification
08P1620 53590 Alinity ¢ Urea Nitrogen Reagent Kit Self-declared
08P1630 53590 Alinity ¢ Urea Nitrogen Reagent Kit Self-declared
Authorized European N/A

Representative (name and address)

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.

Signature: Cq- ’Zfé'%,q_:_ Signature: { f;#;ﬂg 52{_{ z,tgzz;

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: 22 714,) 202/ Date of Approval: L= -2021
! Date Issued: 2 - ;;/,4/ 2024
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 05-Jan-2018

Effective (Date or

Lot Number): Z Fa ‘//7,44/_ 2027




a ABBOTT

Declaration of Conformity

Certificate Identification: 04U09
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, Ireland.
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
0410920 53583 Uric Acid2 Self-declared
041J093¢ 53583 Uric Acid2 Self-declared
Authorized European Not Applicable
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 undessigned, 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
Parfiament 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 TVD Directive and is issned ander the sole
responsibility of the manufacturer.

Signature: /ﬁ&&&i‘) L%\{ 8’/\/ Signature: /é b éyb.,h,a:}

Full Name . Full Name
(printed): Siobhan Wright (printed): Lorraine Whitney
Position: Director Quality Assurance/  PoSition: Director Regulatory Affairs
Site Quality Head
Date of L& N0 Date of (¢ _#oy 2020
Approval: Approval:
Date Issued: 15— NV = 1O Place Issued:  Abbott Freland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, Ireland.
Supersedes:  Not Applicable Effective Date: 1€ _NOV -
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