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Abbott

EU Declaration of Conformity

Basic UDI-DI: 038074ARU0445RB
Basic UDI-DI Name: Albumin BCP2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
04U4520 Albumin BCP2 39071 W01010201
04U4530 Albumin BCP2 59071 W01010201
Manufacturer | Abbott [reland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
(Name and Address)
Manufacturer SRN | [E-MF-000010070
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A

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

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

Notified Body
(Name and Identification Number)

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

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

Quality Management System

Annex [X 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: David Spellman Full Name: _Sandra Gallagher
Director Quality Assurance/ Site Quality
Function: Head Function: _Manager Regulatory Affairs
Signature: ,/%/Z; Signature: S, &,{chﬂ@'
e i
Date of Approval: /O SEA 2ot (5 Date of Approval: OY - Segf-28 21

Signed for, and on

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

Date Issued: (0 SEP 282y Place Issued: _Lisnamuck, Longford Co. Longford Ireland
Digitally signed by Ceaicovschi Tudor Effective (Date
SD@:sRE01.0%1014Q:250BE T (%)) or Lot Number): /o Sep 1oz ¢

Reason: MoldSign Sighature
Location: Moldova

[ MOLDOVA EUROPEANA |

e
i
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EU Declaration of Conformity

Basic UDI-DI: 038074 ARS0487RS
Basic UDI-DI Name: Alkaline Phosphatase2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
0488720 Alkaline Phosphatase2 52929 Wo01010105
0458730 Alkaline Phosphatase2 52929 W01010105
Manufacturer | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name and Address)
Manufacturer SRN | IE-MFE-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)

TOV Siid Product Service GmbH Zertifizierstellen,
Ridlerstrafie 65 » 80339 Munich Germany
Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System
Annex IX Chapters I and I11,

EU Certificate No.
No. V12 054869 0013

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

representative samples

Common Specifications (CS)

N/A

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

responsibility of the manufacturer,

Full Name: _Siobhan Wright

Director Quality Assurance/Site Quality

Full Name: _Sandra Gallagher

Function: _Head Function: _Manager Regulatory Affairs
Signature: J Sgn i SW Signature: S- Gc*u“l’ézj?.e/
Date of Approval; (b - DEC- 10 Date of Approval; [b-QPel~ 2o 2]
Signed for, and on
behalf of:

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

Date Issued: ; Place Issued:  Lisnamuck, Longford, Co. Longford,
- DEC- Lo feakiod
Effective (Date i
Supersedes: _N/A or Lot Number): - PEL- o1y




a ABBOTT

Declaration of Conformity

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

04588

Abboit Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers

' GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
0458820 52925 Alanine Aminotransferase2 Seif-declared
0458830 52925 Alanine Aminotransferase? Self-declared
Authorized Europesn Not Applicable
Representative {name and address)
Storage of technical docamentation | Abbott 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 M1 of the IVD Directive and is issued under the sole
respensibility of the manufacturer.

/{léw LQ\,L(W Signature:

Signature: 7/%:
Full Name Siobhan Wrisht Full Name Th : Bresli
(printed): iobkian Wrigh (printed): omas Breslin
Position: Director Quality Assurance/  Position: Manager Regulatory Affairs
Site Quality Head
Date of (A ~fep- Lot Date of | 7-S£RP-202/
Approval: Approval:
Date Issued: 1- Jeér- o Place Issued: Abbott fretand Diagnostics Division,
Lisnamuck, Longford, Co. Longford, Ireland.
Supersedes: ot Applicable Effective Date: 1} - Jéwr. 1oy




a ABBOTT

Declaration of Conformity

Certificate Identification: 04889
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
0458920 52941 Amylase2 Self-declared
Authorized European Not Applicable
Representative (name and address)
Storage of technical documentation | Abbott 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 mto 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: /{ 'l?&u&x; 65“‘}:}(- b Signature: /éi bdid ( \L{A{“-{:ojl

Full Name Full Name

(printed): Siobhan Wright (printed) Lorraine Whitney

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

Date of e - JU:N - Date of Z‘-{ U Jo2D

Approval: Approval:

Date [ssued: M- ’J‘AN - W0 Place Issued: Abbott Ireland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, Ireland.

Supersedes:  Not Applicable Effective Date: M- Jun - 10




¥ Biokit

A Werfen Company

C € DECLARATION OF CONFORMITY

Manufacturer:

Hersteller Fabricante BIOKIT, S.A.
Fabricants Producent Av, Can Montcau, 7.
Fabricant Tillvarkare 08186 Llica d’Amunt
Produttore Karackeuaoig Barcelona — Spain

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

Biokit erkidrt, dass die aufgefihrten Produki{e} mit den Bestimmungen der angagebenen EU-Richtlinien und mit den aufgefiihrien
normativen Dokurnanten in Ubereinstimmung sind.

Biokit declara por fa presente que ios producto(s) abajo mencionados, estan conformes con Jas directivas y normas Europeas
identificadas en esta declaracion.

Biokit déclare par la présente, que le(s) produil(s) sous-mentionné(s}, est {sonf) conforme(s) aux directives et normes Européennes
identifiées dans cetle déclaration.

Biokit dichiara con la presente che il{i) prodotto(i) sottormenzionato(i) é(sono) conformi alia direttiva e agli standard specificali in
questa dichiarazione,

Biokil declara pelo presente que ofs) produto(s) abaixc mencionado(s) esta/estdo conforme a Directiva & normas da Comissaa
Eurcpeia especificadas nesta declaragao.

Biokit erkigerer herved, at det (de) nedenfor anfarts produkt(er) er i overensstemmeise med de EU-direktiver og standarder, der er
anfert i denne erkimring.

Biokit bekrédftar harmed att produkt(er) listade nedan, vara forenfig(a) med Europeiska Union-ens direktiv och standarder
identifierade i denna dekiaration.

H Bickit ye ro rrapdv dnAdver 6T ra TROISYTG TTOU aVaEESOVTaT KaTWTEDW oupopeotvIar ke TNV obnyfa e Evpwiraikig Evwone
Kat Ta IROTUITG ITOU TPOOBIopilovial gTny mapouaa GrAwar.

EU Directive:
El-Richlinie Directiva UE Direclive Furopéenne Diretliva Europea Directiva UE EU-direktiv  EU Direktiv Odnyia EE

IVD - 98/79/EC (27/10/1998) — Annex Il|

Standard(s):

Normen und Richtlinien Estandar(es) Norme(s) Normafe) Padrdo/Padries Standard(er) Standardfer) Mpéruma

ISO 13485

g Lliga d'Amunt,-23d November 2020
Name:! José Luis Zarroca RO1

CEO
Biokit, S.A.
Biokit, S.A, Av. Can Montcau 7

Barceiona, Spain 68186 Llica d'Amunt Tel +34 93 860 gooon wwww. biokit.com



Y\ Biokit

A Werfen Company

Product(s)

Produkt{e) Produto(s}

Productos) Produkt(er) GMDN code

Produit(s Frodukt{er)

Prodattofi) [Tpotovra

PN
6K38-02 Quantia ASO 53055
6K39-02 Quantia (2-Microglobulin 53927
6K40-02 Quantia Digitoxin 59084
6K41-02 Quantia Ferritin 53718
6K42-02 Quantia IgE 61274
6K44-02 (uantia RF 55111
BK45-03 Quantia PROTEINS Standard 30505
6K46-03 Quantia ASO Standard 51744
6K47-03 Quantia B2-Microglobulin Standard 38215
6K48-02 Quantia Digitoxin Standard 55330
6K49-03 Quantia Ferritin Standard 41927
6K50-03 Quantia IgE Standard 53777
6K52-03 Quantia RF Standard 42230
6K53-02 Quantia PROTEINS Control 30506
BK57-02 Quantia Digitoxin Control 38533
6K54-02 Quantia ASO RF Control | 30508
6K55-02 Quantia ASO RF Control Il 30506
6K56-02 Quantia Ferritin/Myoglobin/IgE Control (30506
6K99-02 Quantia A1-Antitrypsin 53602
6.32-43 Quantia Myoglobin 59042
6L33-05 Quantia Myoglobin Standard 41733
6L34-43 Quantia A-1-AGP 53606
7K00-03 Quantia Lp(a) 53438
5P83-02 Lp(a) Calibrators 41417
5P84-11 Lp(a) Control 41418
7K02-02 Quantia D-Dimer 47346
7K02-21 Quantia D-Dimer Control 47347
7K02-11 Quantia D-Dimer Standard 47348

Biokit, S.A. Av. Can Montcau 7

Barcelona, Spain 08186 Lliga d’amunt Tel +34 93 860 gooo

www. biokit.com



a ABBOTT

Declaration of Conformity

Certificate Identification: 04590
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longforc Co. Freland.
List Numbers | GMDN Code Names and Deseription of Devices Classification
and Size Code
of Devices
0489020 52954 Aspartate Aminoiransferase? Self-declared
0459030 52054 Aspartate Aminotransferase2 Self-declared
Authorized European Not Applicable
Representative (name and address)
Storage of technical documentation | Apbott Ircland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland.
Harmonized Standards Listed in the echnical 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 i1 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: /{ mbw% l%\né W Signature;

Full Name Full Name .
(printed): Siobhas Wright (printed): Thomas Breslin
Position: Director Quality Assurance/  Position: Manager Regulatory Afiairs
Site Quality Head
Date of [A-Jed- 1Ll Date of I 7'S£p"202/
Approval: Approval:
Date [ssued: 1A- e - Lol Place [ssued: Abbott Ircland Diagnostics Division,

Lisnamuck, Lengford, Co. Longford, Ireland.
Supersedes:  Not Applicabic Effective Date: [3- §eP- Lot




a ABBOTT

Declaration of Conformity

Certificate Identification: 07K61
Legal Manufacturer’s Name: Abbott Treland 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

7K 1-25 60779 ARCHITECT B12 Reagent Kit Self-declared
7TK61-35
TK61-01 41337 ARCHITECT B12 Calibrators Self-declared
7K61-10 41338 ARCHITECT B12 Controls Self-declared
Authorized European N/A
Representative (name and address)
Storage of technical documentation | Aphott 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 98/7%/EC and transposed Irish
Regulation S.I. No 304 of 2001 and to the EC Directive 98/79/EC as it is transposed into the laws of the
member states.

This declaration is made in accordance with Annex TII of the IVD Directive and is issned under the sole
responsibility of the manunfacturer.

Signature: j,ﬂoﬁ/\gﬁ: "MSW Signature: /{”Wﬂ“{ (,J,Lﬂ}u_j

Full Name:

Full Name:  Sigbhan Wright Lorraine Whitney
Position: Director Quality Assurance/Site Position: Senior Manager Regulatory Affairs/
osition: .
Quality Head
Date of 4. r . (%
Approval: Aé 9 Date of Approval: (7 dfe_ 2019
.- Bt -9 Abbott Ireland Diagnostics Division,
Date Issued- Place Issued: [ jsnamuck, Longford, Co. Longford,
Ireland
Supersedes: 12 OCT 2018 Effective (Dato or 24- APk -9

Lot Number):
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Abbott
Declaration of Conformity
Certificate Identification: DoC-3L79-SD DELK TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN o ; ; :
Size Code of Devices | Code Names and Description of Devices Classification
3L79-22
3L79-32 45789 Calcium Self-declared
3L79-42
Authorized European N/A

Representative (name and address)

Fisher Diagnostics

A Div. of Fisher Scientific Company, LL.C
A Part of Thermo Fisher Scientific Inc.
8365 Valley Pike

Middletown, VA 22645, USA

Storage site of technical
documentation (name and address)

Harmonized Standards Listed in the Technical Documentation

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

Directive and is issued under the sole responsibility of the manufacturer. -
C. Bearc T P 4
Signature: . pEiL.) Signature: . -
= y.

Full Name: Claudia Becker Full Name: Mark Littlefield
Position: Director, Quality Assurance Position: Associate Director Regulatory Affairs
Date of Approval: 0l D("( 2 Date of Approval: 2.3 ~A/0L- 26C. /
Date Issued: Z 2=~ 20 ,,’,/
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 26-FEB-2018

Effective (Date or i
Lot Number): 0/ - 77('( ~ A
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SENTINEL

EC DECLARATION OF CONFORMITY
For in vitro diagnostic medical devices (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 and
immunochemistry, coagulation and rapid tests for immunology and serology” declares, under
its own responsibility that the below listed devices comply with all 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, 322/2000).

It therefore declares and assures, under its own responsibility, that the devices:
1. comply with the applicable provisions of the Directive

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

3. are designed, manufactured and placed on the market according to the company
certified quality system, in compliance with ISO 9001 and ISO 13485 as per indication
expressed in Annex III of the Directive.

DICHIARAZIONE DI CONFORMITA CE
per dispositivi medico diagnostici in vitro IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante dei
dispositivi appartenente alla famiglia denominata “kit per chimica clinica, immunochimica,
coagulazione, e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita
che i dispositivi sotto elencati soddisfano 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 i dispositivi:
1. soddisfano le disposizioni applicabili della Direttiva

2. non sono inclusi nell’elenco A e B dell’Allegato III della Direttiva

3. sono progettati, fabbricati ed immessi in commercio nell’ambito dell’applicazione di un
sistema di qualita aziendale dichiarato conforme e certificato secondo le norme ISO
9001 e ISO 13485 come descritto dall’Allegato III della Direttiva.

Code/Codice Product Description/Nome prodotto

6K26-30 CRP Vario

6K26-41 CRP Vario

6K26-10 CRP Calibrator Set

6K26-12 CRP Calibrator WR

6K26-14 CRP Calibrator HS

6K26-21 CRP Control HS

6K89-30 Ammonia Ultra

6K91-30 Ceruloplasmin

4P79-30 UIBC Liguid

8L24-31 Creatinine (Enzymatic)

8L24-41 Creatinine (Enzymatic)

8L25-30 Lithium

6K89-20 Ammonia Controls

6K30-10 Clin Chem Cal K)\
6K31-10 Plasmaproteins Cal 3x /
1P93-30 Cystatin C <\
1P93-10 Cystatin C Calibrator A

ISO 9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - I1SO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel



SENTINEL

Code/Codice Product Description/Nome prodotto
1P93-20 Cystatin C Control Set
6K25-10 CK-MB Calibrator
6K25-20 CK-MB Control
6K30-20 Clin Chem Control 1
6K30-21 Clin Chem Control 2
6K32-20 Immuno Control 1
6K32-21 Immuno Control 2
6K32-22 Immuno Control Set
6K90-20 Bile Acids Controls
6K98-10 Fructosamine Control 1
6K98-20 Fructosamine Control 2
4P80-30 Lambda Light Chains
6K24-30 Cholinesterase
6K25-30 CK-MB

6K22-30 Pancreatic Amylase
6K96-30 Kappa Light Chains
6K23-30 HBDH

6K90-30 Bile Acids

6K92-30 Dibucaine CHE
6K93-30 Copper

6K94-30 Fructosamine

6K95-30 Iron

6K95-41 Iron

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 (10) 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.

Il fabbricante dichiara inoltre di:
1. conservare e tenere a disposizione delle 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 almeno di 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.

8l Ch. SpA Date/Data
epresentative e I o
ppresentante ANIOC L 205

Dr. |Filippo De Luca

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

sentinel
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ARS0492QW
Basic UDI-DI Name: Cholesterol2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
0459220 Cholesterol2 53359 W01010205
0459230 Cholesterol2 53359 Ww01010205
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 [ and 11, 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 Speliman Full Name: Rosemary McEntire
Director Quality Assurance/ Site Quality
Function: Head Function: _Manager Regulatory Affairs
Signature: %&4/" Si gnature:“Q - \l\-ﬂ\k E\.gkgvx.k,
Date of Approval: 2] 0eT =zo? Y Date of Approval: ’Q;‘)\ X QOJL‘\
Signed for, and on
behalf of: _Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

Date Issued: | oCT 2ol Y Place Issued: _Lisnamuck, Longford Co. Longford Ireland
Effective (Date
Supersedes:  25-Sep-2023 or Lot Number): 2 0T “Awt Y

Page 1 of 9




) Abbott

Declaration of Conformity

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

DOC-7D63-SD DELK TPM
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative (name and address)

List Numbers and GMDN & e . " .
Size Code of Devices | Code Names and Description of Devices Classification
TD63-22

53006 Creatine Kinase Self-declared
7D63-42
Authorized European N/A

Storage site of technical
documentation (name and address)

Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, 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 TII of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

7 . N
[ .
Signature: [ ‘ M /{_/:_ \ Signature: iﬁ[ﬁgﬂ[ -fé JUENG)

Full Name: Claudia Becker

Full Name: Tiffini Jenkins

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: / D Z, )? 0.2 l Date of Approval: Q] Z[[lz ‘2[’:;? /

Date Issued: /[ /_Z L7 '5 77z
Place Issued: 65205 Wiesbadcn, Germany
Supersedes: 26-Feb-2018

Effective (Date or % 77 92
Lot Number): /:/ 7_//, 7 — //L//(/




c)

—Abbott

EU Declaration of Conformity

Basic UDI-DI: 038074ARS0495R4
Basic UDI-DI Name: Creatinine2
Risk Class: Class B
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
04589520 Creatinine2 53251 W01010207
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,
RidlerstraBe 65, 80339 Munich, Germany
Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System

Annex IX Chapters [ and 111,

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

EU Certificate No.
No. V12 054869 0013

Common Specifications (CS)

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.

Sandra Gallagher

Manager Regulatory Affairs

Full Name: David Spellman Full Name:
Director Quality Assurance/ Site Quality
Function: Head Function:
Signature: ,f@/&é\ Signature:
[ —
Date of Approval: /2 SEr 024 Date of Approval:

Signed for, and on

S. c:z{/.—ﬁ?;r

G- SEF- 2oL

behalfof: _Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
Date Issued: (o Sf-ﬁ ’T_",;O’d’_(.( Place Issued: _Lisnamuck, Longford Co. Longford Ireland
Effective (Date o
Supersedes:  13-Mar-2023 or Lot Number): (& SEP As2 N

Page 1 of 9




) Abbott
[ ] ®
Declaration of Conformity
Certificate Identification: DoC-8G63-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 ; : ”
Size Code of Devices | Code Names and Description of Devices Classification
8G63-22 53236 Direct Bilirubin Self-declared
Authorized European N/A

Representative (name and address)

Storage site of technical Sekisui Diagnostics P.E.L Inc. 70 Watts Avenue, Charlottetown, Prince Edward
documentation (name and address) | Island C1E 2B9, Canada.

Harmonized Standards Listed in the Technical Documentation

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

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

—
L
Signature: ( . &/&Qf; P Signature: L 2[“(&[ 52“24:{&4!

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: ZZ 76[,/ 29-2/ Date of Approval: - ]11]-202 1
| Date Issued: > ?&/' L ]
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 26-Feb-2018
Effective (Date or

22- /Z/ —A’?f—f//
rd

Lot Number):




Abbott

Certificate Identification:

Declaration of Conformity
7K59

Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Abbott Treland Diagnostics Division

Lisnamuck, Longford

Co. Longford

Treland

List Numbers
and Size Code
of Devices

GMDN Code

Names and Description of Devices

Classification

7K59-20
7K59-25
7K59-30
7K59-35

61078

ARCHITECT Ferritin Reagent Kit

Self-declared

7K59-01

41927

ARCHITECT Ferritin Calibrators

Self-declared

7K59-10

419238

ARCHITECT Ferritin Controls

Self-declared

Authorized European Representative

(Name and Address)

N/A

Storage of site technical
documentation (Name and Address)

Depariment: Regulatory Affairs

Abbott Treland 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 II1 of the IVD Directive and is issued under the sole responsibility of
the manufacturer.

Signature: /P,su,a o é;[,v’

Full Name:

Position:

Date of
Approval:

Date Issued:

Supersedes:

Signature:

Siobhan Wright Full Name:

Director Quality Assurance/ Site Position:
Quality Head

M AR 19 Date of Approval:

- A - 19 Place Issued:

Effective (Date or

25-May-2017

Lot Number):

,{o‘wmm C,,L,,ij

Lorraine Whitney
Senior Manager Regulatory Affairs

(% A2 209

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

QY- A4FC-17




cJ

Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ARP0174PC
Basic UDI-DI Name: Folate
Risk Class: Class B
List Number and Product and Trade Name GMDN Code EMDN Code
Size Code
1P74-25
ARCHITECT Folate Reagent Kit 60982 W0102070103
1P74-35
1P74-40 ARCHITECT Folate RBC Lysis Diluent 54455 wW01029003
1P74-50 ARCHITECT Folate Manual Diluent 58237 W01029003
1P74-01 ARCHITECT Folate Calibrators 41931 W0102152206
1P74-10 ARCHITECT Folate Controls 41932 W0102152006
3P21-60 Folate Lysis Reagent 54455 W01029003
Manufacturer : ; S y
(Name and Address) Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
Manufacturer SRN | [E-MF-000010070
Authorized Representative

(Name and Address) A

Authorized Representative SRN | N/A
Produced by (Site of Manufacture)
(Name and Address)
Notified Body | TUV Siid Product Service GmbH, Certification Body,

(Name and Identification Number) | RidlerstraBe 65, 80339 Munich, Germany

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

Notified Body Number 0123
Quality Management System EU Certificate No.
Annex IX Chapters [ and I11, No. V12 054869 0013

Conformity Assessment Procedure
t - 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: ﬁﬁ—\ Signature: 2 C’ﬂj/f,_g{e/
T
Date of Approval: 2R OpN 2ol & Date of Approval: [A-Sans-2028

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

— _ Lisnamuck, Longford, Co. Longford,
Date Issued: z ES o/N 202 . Place Issued: Ireland
Effective (Date ] P
Supersedes: 30 Nov 2022 or Lot Number): Z 2 ;5’/*" N 2O s
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a ABBOTT

Declaration of Conformity

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

04T00

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code Names and Description of Devices Classification |
and Size Code i
of Devices S j
04T0020 53030 Gamma-Glutamyl Transferase? Self-declared __E
0470030 53030 Gamma-Glutamy| Transferase2 Self-declared |

Authorized European
Representative (name and address)

Not Applicable

Storage of technical documentation
{name and address)

Abboit 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 Il of the IVD Directive and is issued ander the sole

responsibility of the manufacturer.

-"‘ Fy - ) = e
Signature:  A1oblgs Af)’)/qu Signature: = /<;“=
e Siobhan Wright ool e omas Breslin
{printed): RS (printed): ' B ks
Position: Director Quality Assurance/  Position: Manager Regulatory Affairs
Site Quality Head
Date of 09 - Jef- ol Date of 09 - Sep - 2021
Approval: Approval:
Date Issued: 04 - fe¥- 1~ Place Issued: Abbott Ireland Diagnostics Division,
Lisnamuck, Longford, Co. Longford. Ireland.
Supersedes: gt Applicabie Effective Date: 09 - Sep - 2021




| Abbott

0l

Declaration of Conformity

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

DoC-3L82-SD DELK TPM
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN S ' ; ;
Shee Clode of Devices | Code Names and Description of Devices Classification
3L82-22

53301 Glucose Self-declared
308242
Authorized European N/A

Representative (name and address)

Storage site of technical
documentation (name and address)

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

Harmonized Standards

Listed in the Technical Documentation

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

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: ( : /&CMLJ/ Signature: \ 2{( [‘mg' ){ 'g:g mgyg

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: Zz 7@[ ? 02 / Date of Approval: [1-Jul-202]
{ Date Issued: 22~ ﬁ,/ > 26 4.,//’
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 26-Feb-2018
e 22 Je 2o
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074LFDO007KK
Basic UDI-DI Name: Immunoglobulin A
Risk Class: Class B
Kk Nueher Product and Trade Name GMDN Code | EMDN Code
and Size Code
09D9824 Immunoglobulin A 53758 W0102010101
Manufacturer s . 5.5 s
Qinise smid Adonss) 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) | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name and Address) o
Notified Body | TUV SUD Product Service GmbH, Certification Body,
(Name and Identification Number) | Ridlerstraie 65, 80339 Munich. Germany
Notified Body Number 0123
Quality Management System
. Annex IX Chapters 1 and III, EU Ce _—
Confnniiy Avper Teyoetus Including an assessment of the technical No. V12 054869 0013

documentation for devices concerned on the basis of
representative samples

Common Specifications (CS)

N/A

‘We, the undersigned. hereby declare that the in vitro diagnostic medical 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

Function: Director Quality Assurance/ Site Quality Function:

Head

Manager Regulatory Affairs

Signature: ,/%’//ﬁ—-ﬂ— Signature: S . (mll f Ld'

= A o
Date of Approval: 2 G N'J v 2o 3 Date of Approval: 2y - o yr- 20273

Signed for. and on

behalfof: _Abboit Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

Date Issued: /Z_ Cf ;L'}Q J 2,323 Place Issued: Lisnamuck, Longford, Co. Longford,

Ireland

Supersedes: _06-April-2022

Effective (Date

or Lot Number): 7 i{ oy 2952 %
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074LFDO00SKP
Basic UDI-DI Name: Immunoglobulin G
Risk Class: Class C

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

0909924 Immunoglobutin G 53787 Wo162610105

(Nam:::?:::;:e‘:s; 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) | 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

Annex IX Chapters I and I11, EU Certificate No.

Including an assessment of the technical No. V12 054869 0013
documentation for devices concermned on the basis
of representative samples

Conformity Assessment Procedure

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: / g/ //C/— Signature: N . Crete :’/(e_f
// —
Date of Approval: / / b9 c/f" 207 ; Date of Approval: 1% - Sep-2027

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

Date Issued: / / (9 (/- 2522 Place Issued: [L;Ls]na:guck, Longford, Co. Longford,
Effective (Date )
Supersedes: OS-may -2021 or Lot Number): /) Pef™ 20272
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074LFD0011KA
Basic UDI-DI Name: Immunoglobulin M
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
01E0124 Immunoglobulin M 53793 Ww0102010107
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) | 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) | Ridlerstrafle 65, 80339 Munich, Germany
Notified Body Number 0123

Quality Management System

Annex IX Chapters [ and III, EU Certificate No.

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

Conformity Assessment Procedure

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
Function: Director Quality Assurance / Function:
Site Quality Head _Manager Regulatory Affairs
Signature: /’%[é’_\ Signature: >. Cﬁ/«é}, L'e/
Date of Approval: Z& 5——@(—/ 202 3 Date of Approval: 23 -Tul-2027

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

Date Issued: ’ - / . Place Issued: Lisnamuck. Longford, Co. Longford,
! 28' Swﬁ«f 2o ; Ireland ; et
f Effective (Date 9
s e () _
Supersedes: 06-Apr-2022 or Lot Number): z 5 2 M«L"—'; o< 2

Page10f9
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ART04020QFE
Basic UDI-DI Name: Iron2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
0410220 Iron2 54758 W01010216
0410230 Iron2 54758 Ww01010216
Manufacturer
sfics Division, Lisnamuck, Longford, Co. Longford Ireland.
(N and Address) Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Irelan
Manufacturer SRN | I[E-MF-000010070
Authorized Representative N/A
(Name and Address) '
Authorized Representative SRN | N/A

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

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

Notified Body
(Name and Identification Number)

TUV SUD Product Service GmbH, Certification Body,
Ridlerstraie 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 111,

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: /%’E//L_/ Signature:f;‘y . \,\i\ Q\,\h_\,;_q_
=== -
Date of Approval: 240 Ao/ g g Date of Approval: ) i 0\3 ov 2013

Signed for, and on
behalf of:

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

e

Date Issued:

Aov 25273

Lisnamuck, Longford, Co. Longford,

Place Issued: Ireland

09 December 2021
Supersedes:

Effective (Date
or Lot Number):

i, o v 2o ¢

Page 1 of 9




c)

Abbott

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

EU Declaration of Conformity
038074ART0403QG

Lactate Dehydrogenase2

Class C

List Number
and Size Code

Product and Trade Name GMDN Code EMDN Code

04T)320

Lactate Dehydrogenase2 We1010119

53072

04T0330

Lactats Dehydrogenase? w01010119

53072

Manufacturer
{(Name and Address)

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

Manufacturer SRN

IE-MF-000010070

Authorized Representstive
(Name and Address)

N/A

Authorized Representative SRN

N/A

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

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

Notified Body
(Name and Identification Number)

TOV Std Product Service GmbH Zertifizierstelien,
RidlerstraBle 65 » 80339 Munich Germany
Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System
Annex IX Chapters I and III,

EU Certificate No.
No. V12 054869 0013

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

Common Specifications (CS)

N/A

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

responsibility of the manufacturer.

Full Name: _Siobhan Wright

Full Name: _Sandra Gallagher

Directot Quality Assurance/Sita Quality

Function: _Head Function: _Manager Regulatory Affairs

Signature: _,_GMD /,I,Q’L‘ CF‘?"/'-/ Signature: 3. %{)ﬂf
Date of Approval: __ {4 -QEC - AL ( Date of Approval: 13- Pec- 202§
Signed for, and on

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

Date Issued:

' - QEC- 1L

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

Supersedes: N/A

Effective (Date
or Lot Number);

14 - O€c- 1027

Page 1 of 1
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Abbhott
Declaration of Conformity
Certificate Identification: TD80
Legal Manufacturer’s Name: Abbott Laboratories Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, Illincis 60064 USA
List Numbers and GMDN
Size Code of Code Names and Description of Devices Classification
Devices
7D80-31 53114 Lipase Sclf-declared

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

Authorized European
Representative (name and address)

Storage 51te'of Pl Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038
documentation (name and address)
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 Arnex II1 of the [VD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: é%ﬂ-_ci Signature:

Full Name: Erik Mucgge Full Name: Mark Littlefield
Position: QA Manager Ops Position: Assoc. Director Regulatory Affairs
Date of Approval: S"‘_Sﬂf /- zot Z Date of Approval: _X ~S E/‘ 20/ 7

Date Issued: 2 Gos SL:'/D ~20/7

Abbott Laboratories
1921 Hurd Drive
Place Issued: Irving, TX 75038

Supersedes: _November 17, 2014

Effective (Date or

Lot Number): S’—SE/?'-ZW 7




2 ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
3E16

Abbott Laboratories Diagnostics Division

Abbott Park, [llinois 60064 USA

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

3E16-02 53109 Lipase Calibrator Self-declared

Authorized European | Abbott

Representative | Max-Planck-Ring 2
{Name and Address) | 65205 Wiesbaden, Germany
Storage site of technical | Abbott

(Name and Address)

documentation

1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

Harmonized Standards

Listed in the Technical Documentation

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

states.

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

manufacturer.

Signature

Full Name;
Position:

Date of Approval:

Date Issued:

Supersedes:

- Qura Tomec

Signature: % <

#

Diana Romero Full Name:  njark Littlefield
Site Director, Quality Assurance Position:  Associate Director, Regulatory Affairs
<?.._ 2-20¢S8 Date of Approval: F~3F -Zo/5
Abbott Laboratories
?_ 2-28/5 Place Issued: 1921 Hurd Drive
Irving, TX 75038
Effective {Date or _
November 5, 20114 Lot Number): :?._3 - 20 ,5




Abbott

Declaration of Conformity

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

03P68

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code Nanies and Description of Devices Classification
and Size Code
of Devices
03P6324 46795 Magnesium Self-declared
03P6834 A5T795 Magnesiom Self-declared
Authorized European N/A

Represenfative (name and address)

Storage of technical 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 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: - /_AW

Fult Name:  Siobhan Wright Full Name:
Director Quality

Position: Assurance/Site Quaiity Head Pasition:

Date of Date of

Approval: To- JoN - Loty Approval:

Date Issued: ,__7_’0_:‘: BN -

Supersedes: 27 April 2020

U Place Issued:

Effective
(Date)

the in vitro diagnostic medical devices described gbove and bearing

Lorraine Whitney

Director Regulatory Affaus

20 28N 202

AIDD Longford

W - JAN - TR




| Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

DOC-1E66-SD DELK TPM
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and
Size Code of Devices

GMDN
Code

Names and Description of Devices

Classification

1E66-05

41830

Bilirubin Calibrator

Self-declared

Authorized European

Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

Microgenics Corporation
46500 Kato Road
Fremont, CA 94538 USA

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.

/-] ,IQ/ /C(\ Signature: !:2! g “n | :"Q LR )

Signature:
Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: e 2y Ty ~ AT Date of Approval: _195°JUN-202|
Date Issued: £ 7( 147 ~ LU i
Place [ssued: 65205 Wiesbaden, Germany
Supersedes: 26-Feb-2018
SO 23 Y = 2021




) Abbott

Declaration of Conformity

Certificate Identification: DOC-1E78-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
1E78-04 30505 Specific Proteins Multiconstituent Calibrator Self-declared
Authorized European N/A

Representative (name and address)

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

Storage site of technical
documentation (name and address)

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: ( - &L’Mm Signature: Aﬁu '1 A é‘[ﬁw

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: 22 7w) 2 '92 / Date of Approval: [=Jul-2 0D2]
f Date Issued: o \7‘ jif = P 7
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 13-Sep-2019

Effective (Date or o
Lot Number): 22~ 171" /‘ Ll A7




a ABBOTT

Declaration of Conformity

Certificate Identification: 04V1s
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 —
04V1501 47868 Consolidated Chemistry Calibrator Self-declared
Authorized European N/A

Representstive (name and address)

Storage of technical documentation
(name and address)
and

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

Randox Laboratories Ltd, 30 Randalstown Road, Antrim, Co. Anfrim,
BT41 4FL, UK

Harmonized Standards

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the Buropean
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 declarafien is made in accordance with Annex HI of the TVD Directive and is issuzed under the sole

responsibility of the manufacturer.

Asele gl

Signature:

Full Name . .

(printed): Siobhan Wright

Position: Director Quality Assurance/
Site Quality Head

Date of [f-DeC-1oir

Approval:

Datelssued: {3 - DEL- 1o 2¢

Supersedes: __09 September 2021

Signature:

Full Name

(printed):

Position: Manager Regulatory Affairs

Date of /S‘“DL’('—ZOZ/

Approval:

Place Issued: Abbott Ireland Diagnostics Division,
Lisnamuck, Longford, Co. Longford, Ireland.

Effective (Date _ -

P [S - DEC - o 2f

Number):



TECHNOPATH

CLINICAL DIAGNOSTICS

DECLARATION OF CONFORMITY

]

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

Ballina,
Co. Tipperary,
Ireland
Product(s):
Product Name Category Catalogue Numiber
Multichem S Plus Unassayed/single level  05P79-10
Multichem S Plus Unassayed/single level  05P79-11
Multichem S Plus Unassayed/single level  05P79-12
Multichem S Plus Assayed/single level 05P78-10
Multichem S Plus Assayed/single level 05P78-11
Multichem S Plus Assayed/single level 05P78-12
GMDN: 47869
Conformity Route: Annex Ill Self-Declared
Quality Management System: EN 1SO 13485:2016
QMS Certification No.: Q51038520004 Rev 01
Issued By: TUV SUD, RidlerstraRe 65, 80339 Munich,
Germany
Expiry Date: 12 February 2025

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

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

I am fully responsible for all the information provided in this declaration. This
declaration of conformity is valid from (f (Day)_FE [ (Month) ;77 (Year)

DC003 Rev 15 DC-EU



TECHNOPATH
CLINICAL DIAGNOSTICS

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

4

4 ; Taas.

Bernd|Hass,

Place and Date of Issue

SVP of Quality and Regulatory Affairs
Techno-path Manufacturing Ltd.

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

Ballina, Co.Tipperary A{-Fcg- Zez2.

Standard

Title

EN 1SO15223-1:2016

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

EN 15013485:2016

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN 13612:2002 + AC:2002

Performance evaluation of in vitro diagnostic medical
devices

EN 13641:2002

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

EN 13975:2003

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

ISO 14971:2019

Medical devices — Application of risk management to
medical devices

EN1SO 18113-1:2011

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

EN ISO 18113-2:2011

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

EN 23640:2015

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

DC003

Rev 15

DC-EU
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TECHNOPATH

CLINICAL DIAGNOSTICS

DECLARATION OF CONFORMITY

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

Ballina,
Co. Tipperary,
Ireland
Product(s):
Product Name Category Catalogue Number
Multichem IA Plus Assayed/tri-level 05P76-10
GMDN: 47869
Classification: Annex Il List B
Conformity Route: Annex IV
Quality Management System: EN 1SO 13485:2016
QMS/CE Certification No.: V11038520001
Issued By: TOV sUD, RidlerstraRe 65, 80339 Munich,
Germany
Expiry Date: 26 May 2024
Notified Body Number: 0123

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

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

I am fully responsible for all the information provided in this declaration. This
declaration of conformity is valid from_3| (Day) Gi (Month) 2¢  (Year)

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

E it' (5P Ballina, Co.Tipperary 3{ -0(-&
Bernd Hass, Place and Date of Issue
VP of Quality and Regulatory Affairs
Techno-path Manufacturing Ltd.

DCO07 Rev 12 Issue Date: 31%' Jan 2020



TECHNOPATH

CLINICAL DIAGNOSTICS

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

Standard

Title

EN 1SO015223-1:2016

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

EN 1SO13485:2016

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN 13612:2002 + AC:2002

Performance evaluation of in vitro diagnostic medical
devices

EN 13641:2002

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

EN 13975:2003

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

EN ISO 14971:2012

Medical devices — Application of risk management to
medical devices

ENISO 18113-1:2011

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

EN ISO 18113-2:2011

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

EN 23640:2015

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

SOR/98-282, May 7, 1998

Canada Medical Device Regulations

DC0O07

Rev 12

Issue Date: 31% Jan 2020



| Abbott

0l

Declaration of Conformity

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

DOC-7D71-SD DELK TPM
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative (name and address)

List Numbers and GMDN .. . . .
Size Code of Devices | Code Names and Description of Devices Classification
o 52891 Phosph Self-declared
7D71-32 aSpagrs elf-declare
Authorized European N/A

Storage site of technical
documentation (name and address)

Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, 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 1VD Directive and is issued under the sole

responsibility of the manufacturer.

= ) g
Signature: ( Necjd Signature: d“ Iy, ﬁ i)

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: 42 Z 7;1,/ 20 2 / Date of Approval: L1-Jul-202)
l Date Issued: 22— //Zr /——- /(7 A
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 26-Feb-2018

Effective (Date or - // &
Lot Number): L 74 / - {76-’«’%
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ART0409QU
Basic UDI-DI Name: Total Bilrubin2
Risk Class: Class C
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
04T0920 Total Bilirubin2 53229 W01010203
04T0930 ‘Total Bilirubin2 53229 W01010203

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) | Ridlerstralie 65, 80339 Miinich, Germany
Notified Body Number 0123

Quality Management System EU Certificate No.
Annex IX Chapters I and 111, V12 054869 0013

Conformity Assessment Procedure
v 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 I'VD Regulation and is issued under the sole
responsibility of the manufacturer.

David Spellman Rosemary McEntire
Full Name: Full Name:
Director Quality Assurance/ Site Quality Manager Regulatory Affairs
Function: Head _ Function:
Signature: ////%/ (— Signature: “e x Wk \‘GLA:t.L\._L
/ L e : "
Date of Approval: 2 a /{— 2L o’ <7 Date of Approval: 3\4: A k.?_ QK,;H
Signed for, and on  Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford, Ireland
behalf of: N
P A e Lisnamuck, Longford, Co. Longford,
Date Issued: L GD ’/(7"?' o O ("(7 Place Issued: Ireland
16-Dec-2021 Effective (Date , = 2
Supersedes: or Lot Number): /2 o /ﬁ/‘r) L Lo f"cf

Page 1 of 9



a ABBOTT

Declaration of Conformity

Certificate Identification: 04U44
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
0414420 53989 Total Protein2 Self-declared
0414430 53989 Total Protein2 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 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.

. - r"‘ :
Signature: j\")‘ae@ l}ﬁ\-%la/ Signature: ) W iU (-Jaj—"""l_\'j

Full Name Siobhan Wright Full Name

Lorraine Whitney

(printed): (printed):
Position: Director Quality Assuranee/ Position: Senior Manager Regulatory Affairs
Site Quality Head
Date of M- Juni- Lo Date of _ Zu s 2020
Approval: Approval:
Date Issued: _M-Z_H - Juni- e Place Issued: Abbott Ireland Diagnostics Division,
Lisnamuck. Longford. Co. Longford. Ireland.
e Effective (Date W P
Supersedes: et ippiisahle or Lot “'2:! -"MN ‘Ll-:'

Number):



a ABBOTT

Declaration of Conformity

Certificate Identification: 04T10
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 ) |
04T1020 53462 Triglyceride2 Self-declared
04T1030 53462 Triglyceride2 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 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: /f.fo({)(,zzv L-»\”;; by Signature:
Full Name ; ; ; Full Name .
(printed): Siobhan Wright (printed); Thomas Breslin
Position: Director Quality Assurance/  Position: Manager Reguintory Affalrs

Site Quality Head

s A — = O

Date of M -JunN- WL Date of 2 S o J U'”,( 2 27
Approval: Approval:
Date [ssued: _ JM - JUN - 10 LN Place Issued: Abbott Ireland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, Ireland.
Supersedes:  Not Applicable Effective Date: 28 = IU vw€E 20 Z |



a ABBOTT

Declaration of Conformity

Certificate Identification: 04T12
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
04T1220 53590 Urea Nitrogen2 Self-declared
04T1230 53590 Urea Nitrogen2 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 III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: /!%D/bt\% Q\‘&l‘\/ Signature: 475/1« fia il C/((» f/—Cj

Full Name Full Name

(printed): Siobhan Wright (printed): Lorraine Whitney
Position: Director Quality Assurance/ Position: Director Regulatory Affairs
Site Quality Head
Date of 20-- Kb - 10l Date of 12 fcb 2072
Approval: Approval:
Date Issued: - ':UO - % L Place Issued: Abbott Ireland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, Ireland.

Supersedes: 23 June 2020 Effective Date: 22 Fel 2021




& ssorr

Declaration of Co  rmity

Certificate Identification: 04T13
Legal Manufacturer's Nume: Abbotl Ireland Diagnostics Division
Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, Ireland.
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices _

04T 1320 53583 Uric Acid? Seif-declared
04T1330 53583 Uric Acidl Self-declared
Authorized Europesn Not Applicable
Representative {name and address)
Storage of technical documentation | Abboyt Ireland Diagnostics Division, Lisnamuek, Longford, Co.
(name and address) Longford, Ireland.
Harmonized Standards Listed in the Technical Documentation
We, the undersigned, hereby declare that the in vitro disgnostic medical 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 of the member states.

This declarstion is made in accordance with Annex Il of the IVD Directive and is issued ander the sole
responsibility of the mapufacturer.

Signature: /em A Signature: Ag/g_l‘g@iggz ( Zé;iégfﬂ
O Full Name

Full Name
(prmted). Siobhan Wright (printed): Lorraine Whitney
Position: Director Quality Assurance/  Position: Director Regulatory Affairy
Site Quality Head
Date of Y- SeP- 10 Date of 24 Spp 20260
Approval: Approval; '
Date Issued: ol - J&f-10 Place Issued: Abbott Ireland Diagnostics Division,

Lisnamuck, Longlord, Co. Longford, Irefand.
Supersedes:  Npt Applicable Effective Date: A - feP- 1o




Abbott

Declaration of Conformity

Certificate Identification:

Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Do(C-09P08- AIDD Sligo
Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, Ireland

Representative (name and address)

~ List Numbers GMDN Code Names and Description of Devices Classiﬁcatioh
| and Size Code
of Devices
09P0825 54393 TRADb Reagent Kit Self-declared
09P0835 54393 TRADb Reagent Kit Self-declared
09P0801 42079 TRADb Calibrators Self-declared
09P0810 42080 TRAb Controls Self-declared
Authorized European N/A

Storage site of technical
documentation (name and address)

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

Harmonized Standards

Listed in the Technical Documentation

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

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

Signature:
Full Name:

Position:

Date of Approval:

Date Issued:

Supersedes:

&

A, T

Signature:
Joe Murray Rkl e Noel Haren
Director Quality Assurance/Site Position: Manager Regulatory Affairs
Quality Head E N
V6 Tua 2072 Date of Approval: | S Tun. LD i
| S dya 202 Place Issued: AIDD Sligo

Not applicable

Effective (Date or

Lot Number): i ‘5 jhf‘\ 20 L_-ml

p3 e e s s = mee L e L N e ma O TR A R T
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074LFD0017KN
Basic UDI-DI Name: Transferrin
Risk Class: Class B

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

01E0424 Transferrin 59041 W0102010307

01E0444

Manufacturer | Abbott Ireland Diagnostics Division, Lisnamuck. Longford, Co. Longford, Ireland
(Name and Address)
Manufacturer SRN | [E-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) | Ridlerstraie 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 ; ;
iy 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
Function: Director Quality Assurance/ Site Quality Function:
Head - Manager Regulatory Affairs
Signature: %/%'%/ Signature: S . Grdlerglor
3
Date of Approval: J ﬁ) Co o2 Date of Approval: | S = pgc—~ 20273
Signed for, and on
behalf of: _Abbott Ireland Diagnostics Division, L.isnamuck, Longford, Co. Longford Ireland
Date Issued: — D i Place Issued: Lisnamuck, Longford, Co. Longford,
/ 5 DE c Z/? Ireland
Effective (Date =
Supersedes: 30 June 2022 or Lot Number): / & ZQLC <4 /ZDE 3

Page10of9




cJ

Basic UDI-IN:
Basic UDI-DI Name:

EU Dcclaration of Conformity
0380741A1.00041°1)

Deterpent A

Risk Class: Cluss A
List .i"'lumhrr Product and Trade Name GMBN Code EMDN Code
and Size Code
1172-20 Detergent A S9USR W0201010185

Manulacturer
{Name and Address)

Abbott Laboratories
1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN

US-MI-000617777

Authorized Representitive
{Name and Address)

Abbott Gmbl|
Max-Ilanck-Ring 2
65205 Wicsbaden, Gennany

Authorized Representative SRN

DE-AR-000009457

Produced hy (Site of Manufaciure)

Sekisui Diagnostics P.I3.1, Inc.
70 Watts Avenue

{(Name and Address)

Charlotie town, Prince Edward Island
CANADA CIE 23y

Conformity Assessment Procedure

Annex 11 and 11

We, the undersigned, hereby declure than the in vitre diagnostic medical device(s) described above conform with the applicable
provisions of the Regudation (1:U) 2017/746 of the European Parfiament and of the Council of § April 2017 on In Vitro Diagnostic
Medical Devices: and additionally conforms applicable provisions of Directive 201 1/65/EU of the European Parlizment and of the
Councii of 8 June 2011 on the restriction of the use of certain hasurdous substances in elecwrical and clectronic equipment. and to
applicable provisions of Directive 2006/42/EC of the Luropean Parliament and of the Council of 17 May 2006 on machinery. and
amending Directive 95/16/1:C as wransposed into the laws of the member states.
This declaration is made in accordance with Annex 1V of the IVD Regulation, Annex VI of the ROHS

Directive, and Annex M of the Machinery Directive and is issued under the sole responsibility of the

manufacturer.

Full Namc:
Function:
Signature:

Date of Approval:

Signed for, and on
hehalf of:

Kevin Richardson Full Name:

Director, Instrument Quality FFunction:

Signature:

X0 - T ly - Ro23

Date of Approval:

Abhott Lahoratfrics. 1915 1Turd Drive,
Irving, TX 75038 USA

Melissa Vaughan

Dirccior, Regulatory AfTairs

VLo Mo thon )

14 Opaloy 3023

Date Issued:

Place issued:

Q0 -July - Q092

Supersedes:

LEffective (Date

20-May-2022 or Lot Number):

lrving, Texas

FO~TJuly - 9093

Page 1 of 9
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Abhott
EU Declaration of Conformity
Basic UDL-DI: 038074DALO004FU
Basic UDI-DI Name: Detergent B
Risk Class: Class A

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

2194-22 Detergent B 39058 | WO201010183

Manufacturer | Abbott Laboeatories
{Name and Address) | 1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SEN | US-MF-000017777

Authorized Representative | Abbott GmbH

{Name and Address)

Aunthorized Represenixtive SRN

Max-Planck-Ring 2
63205 Wiesbaden. Germany

DE-AR-000009457

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

Sekisui Diagnostics P.E.L Inc. o
70 Watts Avenue

Charlottetown, Prince Edward Island
CANADA C1E 2B9

Conformity Assessment Procedure | Annex II and ITI

We, the undersigned, hereby declare that the in vitro disgnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliameat and of the Council of 5 Aprii 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the
Council of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic equipment, and to
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, and
amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS
Directive, and Annex II of the Machinery Directive and is issued under the sole responsibility of the
manufacturer.

Full Name: Thomas Creel Fuil Name:  Michele Smith-Waheed
Function: SQI;;E:; cfoy; Instrumicitioed Autamation Function:  Associate Director, Regulatory Affairs
P
Signature: ‘%’Zé') M Signature:
Date of Approval: - sy - D022 Date of Approval: Qzﬂ - ¥/, /; o —ofl 22

Signed for, and on  Abbott Labdtatories, 1915 Hurd Drive,
behalf of: Irving, TX 75038

Date Issued: 0@ - /77/;1/ —Zr2 2

Supersedes: N/A

Place Issued: Irving, Texas

or Lot Number):

Effective (Date
- /”g‘/ L2



cJ

Basic UDI-DI:
Basic UDI-DI Name:

EU Declaration of Conformity

QIR074DAL 00041 .
Acid Wash

Risk Class: Class A TR TT S
List -I'Vum ber Product and Trade Name GMDN Code EMDN Cuode
and Size Code
ARCHITECT Acid Wash 56676 WO2010101858

6K(H-20

Manufacturer
(Name and Address)

Abbolt Laboralorics
1915 Turd Drive
irving. I'X 75038 USA

Manufacturer SRN

US-MI-000017777 ; = : -

Authorized Representative
(Name and Address)

Abbot Ginbli
Max-Planck-Ring 2
65205 Wicshaden, Germuany

Anthorized Representative SRN

DE-AR-000009457

Produced by (Site of Manufacturce)
(Namc and Address)

Tisher Diagnostics
8365 Valley Pike
Middiclown, VA 22645 TISA

Confarmity Assessment Procedure

Annex 11 and H?

We. the undersigned. herehy declare that the in vitro diagaostic medical device(s) described above conform with the applicable
provisions ot the Regulation (15U) 2017/746 of the European Parliament and o the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices: and additionally conforms applicable provisions of Dircctive 2011/65/1311 ot the European Parliament and of the
Council of 8 Juac 2011 on the resiriction of the use of certan hazardous substances in electricat und electronic cquipment, and to
gpplicable provisions of Directive 2006/42/1:C of the Luropean Parliament and of the Council of 17 May 2006 on machinery, and
amending Directive 95/16/LC as transposcd into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS

Directive, and Annex II of the Machinery Directive and is issued under the sole responsibility of the

manufacturer.

Fult Name:  Kevin Richardson

Full Name:  Mcelissa Vaughan

function:

Director, Instrument Qualily

Function:  Director, Regulatory ADirs

-

Signature:

Baic of Approval:
Signed for, and on
hehalf of:

Abbott Laborai

KO = Ty ~oA3
rics,
Irving, TX 75038 UUSA

wvu,lma\/owg/(mm
14 Opaly 3423

Signature:

i

2atc of Approval;

1915 FHurd Drive,

Date 1ssucd:

Place Issued:  Inving, Texas

Supersedes:  20-May-2022

HO-July ~2023

Ellective (Dae

or Lot Number): J) ~Je b - 2023
7
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Abbolt

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

EU Declaration of Conformity

038074DALOOO4FU

Water Bath Additive

Class A

List Number
and Size Code

GMDN
Code

Product and Trade Name EMDN Code

9D29-20 Water Bath Additive

56676

W0201010t85

Manufacturer
{Name and Address)

Abbott Laboratories
1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN

US-MF-000017777

Authorized Representative
{Name and Address)

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

Aunthorized Representative SRN

DE-AR-00009457

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

Sekisui Diagnostics P.E.L Inc.
70 Watts Avenue

Charlottetown, Prince Edward Island
CANADA CIE 2B?
Annex 11 and T

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 Aptil 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the
Council of 8 June 2011 on the restriction of the use of certain hazardous substances in clectrical and clectronic equipment, and to
applicable provisions of Directive 2006/42/EC of the Buropean Parliament and of the Council of 17 May 2006 on machinery, and
amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS
Directive, and Annex I of the Machinery Directive and is issued under the sole responsibility of the
manufacturer.

Conformity Assessment Procedute

Fuli Name: Thomas Creel Full Mame: Michele Smith-Waheed
Function: gruarlj iltl;ector, Instaiment and ATmgmRion Function:  Associate Director, Regulatory Affairs
| L
% ( ‘A»LJ
Signature: LD i Signature:
Date of Approval: jﬁ-' M i, __,";’(_';;Jc-,/l Date of Approval: ,Zé' - W% e 22D
Signed for,andon  Abbott LabGratories, 1915 Hurd Drive,
behalf of: Irving, TX 75038
Date Issued: _,:,Zﬂ . MO(// '_'OZJ;;?_CL Place Issued: Irving, Texas
7 Effective (Date

Supersedes: N/A

or Lot Number): &, Qza ~ L 2 2
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EU Declaration of Conformity
BIRNTADAL D004

“Alkaline Wash =
ClassA . —
(.MDN Caotle

Basic UIM-DE:
Basic UD1-p] Name:
Risk Class:

FMDN Code

List f‘"mh" I'roduct and Trade Name
and Size Code

9[331-20 ARCITTECT Alkaline Wash

Abhott Eaboratorics

1915 Hurd Drive

Irving, 1X 75038 USA
LIS-MI-000H 7777

Abbutt Gmbl]
Max-1I"lanck-Ring 2

65205 Wicshaden, Germany

58236 W0201010185

Manufacturer
(Name and Address)

Manulacturer SRN

Autherized Representative
(Name and Address)

Authorized Representative SRN

IM--AR-000009457

I'roduced by (Site of Manufacture)
{Name and Address)

Fisher Diagnostics
K365 Vidley Pike
Middlctown, VA 22645 1ISA .

Conformity Assessment Pracedure

Anncx Il and 11

We. the undersigned, herchy declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions uf' the Regulation (E4) 2017/746 of the Europesn Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices; and additionafly conforms applicable provisions of Directive 201 1/65/L:11 of the Furopean Parliament and of the
Council of 8 June 2611 on the restriction of'the use of ccrtain hazardous substances in electrical and clectronic equipment, and 1o
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on muchinery, and
amending Directive 95/ 16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS

Directive, and Annex 11 of the Machinery Dircctive and is issued under the sole responsibility of the

manufacturer,

Full Name:  Kevin Richardson

Full Name:  Melissa Vaughan

Function:

Directur, Instrument Quality

Function: _Director, Regulatory Affairs

e luazNowdlamo

Signature: y i Signature:
Date of Approval o2& ~ YL 4~ R OdS Iate of Approval: lq Om Q‘Dké?)
Signed for, and on - Abbon Laboratorics, 1915 Hurd Drive, 4 d

behaltof: Irvine, TX 75038 USA

Bate Issued: éO-ETQ{ /C[ - 49933

Supersedes:  20-Muy-2022

Place Issued: _Irving, Texas

I.fTective (Date

or Lot Number): gﬂ *\T&kf -J30323

Page 1 of 9
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Abbott
EU Declaration of Cenformity
Basic UDI-DI: - 038074SLI0002TS
Basic UDI-DI Name: ARCHITECT Probe Conditioning Solution
Risk Class: Class A :
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
1L.56-40 ARCHITECT Probe Conditioning Solution 59058 W0201020185
Manufacturer | Abbott Ireland

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

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

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

Conformity Assessment Procedure | Annex IT and 111

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

responsibility of the manufacturer.

Full Name: Noel Haren ‘ Full Name: Joe Murray
Function: _Manager Regulatory Affairs Function: _ Director Quality Assurance
Signature: \Q . L{N Signature: N
Date of Approval: 1L, 5,.) Lol Date of Appro;'alz \§ Tl 202

Signed for, and on
behalf of:

Date Issued:

Supersedes:

Abbott Ireland Diagnostics Division, Sligo

1S ) 2022

23 May 2022

Place Issued: _Sligo, Ireland

or Lot Number):

Effective (Date
1S "N 1oz
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Abbott
EU Declaration of Conformity
Basic UDI-DI: . 038074SLI0002T5
Basic UDI-DI Name: ARCHITECT Concentrated Wash Buffer
Risk Class: Class A :
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
6C54-58 ARCHITECT Concentrated Wash Buffer 58236 W0201020185
6C54-82 ARCHITECT Concentrated Wash Buffer 58236 W0201020185
6C54-88 ARCHITECT ARM Concentrated Wash Buffer 58236 W0201020185
Manufacturer | Abbott Ireland €
(Name and Address) | Diagnostics Division
Finisklin Business Park .
Sligo, Ireland
Manufacturer SRN | IE-MF-000009849
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A I
Produced by (Site of Manufacture) | Abbott Ireland

(Name and Address)

Diagnostics Division
Finisklin Business Park
Sligo, Ireland

Conformity Assessment Procedure

Annex II and III

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

responsibility of the manufacturer.

Full Name: Noel Haren Full Name: _Joe Murray
Function: _Manager Regulatory Affairs Function: _Director Quality Assurance
Signature: Ny :3—2_,———— Sig;tiature: A«’_/ M
Date of Approval: I S [l 2022 Date of Approval: |6 ’S ol 2022
Signed for, and on y
behalfof: Abbott Ireland Diagnostics Division, Sligo
Date Issued: lS "T\_J 2 D2 7 Place Issued:  Sligo, Ireland
Effective (Date _
Supersedes: 23 May 2022 or Lot Number): s Sul W2z
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Basic UDI-DI:
Basic UDI-DI Name:
Risk Class:

EU Declaration of Cenformity

- 038074SL10002T5

ARCHITECT Trigger Solution

Class A

List Number
and Size Code

Product and Trade Name GMDN Code

EMDN Code

6C55-63

ARCHITECT Trigger Solution

58793

W0201020185

6C55-85

ARCHITECT Trigger Solution

i1

58793

W0201020185

Manufacturer
(Name and Address)

Abbott Ireland
Diagnostics Division
Finisklin Business Park
Sligo, Ireland

Manufacturer SRN

IE-MF-000009849 i

Authorized Representative
(Name and Address)

N/A

Authorized Representative SRN

N/A

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

Abbott Ireland
Diagnostics Division
Finisklin Business Park
Sligo, Ireland

Conformity Assessment Procedure

Annex Il and III

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

responsibility of the manufacturer.

Full Name:
Function:
Signature:

Date of Approval:

Signed for, and on
behalf of:

Date Issued:

Supersedes:

Noel Haren Fuli Name: _Joe Murray

Manager Regulatory Affairs Function: _Director Quality Assurance
N i Signature: é& ]Anu-»-?
S Tul 2022 Date of Approval: \. 5 “ﬁ\ﬂ_, 1022

Abboit Ireland Diagnostics Division, Sligo

23 May 2022

Place Issued: _Sligo, [relzind

Effective (Date
or Lot Number): __ (< ~75 ) 222
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Abbott
EU Declaration of Cenformity
Basic UDI-DI: 038074SLI0002T5
Basic UDI-DI Name: ARCHITECT Pre-Trigger Solution
Risk Class: Class A i
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
6E23-65 ARCHITECT Pre-Trigger Solution 61163 W0201020185
GE23-82 ARCHITECT Pre-Trigger Solution 61163 W0201020185
Manufacturer | Abbott Ireland
(Name and Address) | Diagnostics Division ;
Finisklin Business Park
Sligo, Ireland
Manufacturer SRN | IE-MF-000009849
Authorized Representative | N/A
{Name and Address)
Authorized Representative SRN | N/A
Produced by (Site of Manufacture) | Abbott Ireland

(Name and Address)

Diagnostics Division
Finisklin Business Park
Sligo, Ireland

Conformity Assessment Procedure

Annex II and 111

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

responsibility of the manufacturer.

Full Name:

Full Name: Noel Haren Joe Murray
Function: Manager Regulatory Affairs Function: _Director Quality Assuranée
Signature: D . ‘)_SL/\————' Signatﬁre: 4&, ﬂ"‘"“")
Date of Approval: 1> S 2oz Date of Approval: ) 5 ’SLJL ZolL
Signed for, and on
behalf of: _Abbott Ireland Diagnostics Division, Sligo
)
Date Issued: B8 v J] '29 2., Place Issued: _Sligo, Ireland
Effective (Date '
Supersedes: 23 May 2022 or Lot Number): R P S = B
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