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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 054869 0011 Rev. 02

Product Service

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

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Manufacture and
Distribution of In-Vitro Diagnostic Reagents for
Clinical Chemistry and Imnmunochemistry.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity

see: www.tuvsud.com/ps-cert?g=cert:Q5 054869 0011 Rev. 02

Report No.: 713280794
Valid from: 2023-09-01
Valid until: 2026-08-31

c@l‘»\/

Date, 2023-07-14 Christoph Dicks
Head of Certification/Notified Body

Digitally signed by Ceaicovschi Tudor
Date: 2026.06.29 14:56:11 EEST
Reason: MoldSign Signature
Location: Moldova

| MOLDOVA EUROPEANA

o)
Page 1 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20054869%200011%20Rev.%2002
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 054869 0011 Rev. 02

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, IRELAND

See Scope of Certificate

Page 2 of 2
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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Product Service
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 010051 0139 Rev. 01

Product Service

Holder of Certificate: Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Manufacture and
Warehousing of In-vitro Diagnostic Reagents for
Clinical Chemistry, Immunochemistry, Hematology
and Infectious Immunology. The provision of
Warehousing and Distribution services of In-vitro
Diagnostic medical devices and medical devices.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the Testing, Certification,
Validation and Verification Regulations TUV SUD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?g=cert:Q5 010051 0139 Rev. 01

Report No.: 713332354 _IVDR
Valid from: 2024-10-01
Valid until: 2027-09-30

c@l‘»\/

Date, 2024-07-11 Christoph Dicks
Head of Certification/Notified Body

o)
Page 1 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20010051%200139%20Rev.%2001
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 010051 0139 Rev. 01

2

Product Service

Applied Standard(s): SO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, GERMANY

Design and Development, Manufacture and Warehousing of
In-vitro Diagnostic Reagents for Clinical Chemistry,
Immunochemistry, Hematology and Infectious Immunology.

Abbott Diagnostics GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, GERMANY

The provision of Warehousing and Distribution services of
In-vitro Diagnostic medical devices and medical devices.

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



CERTIFICADO

oIZM o

CERTIFICATO ¢
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J\NEIEH € CERTIFICATE o

ZERTIFIKAT o

@ MDSAP

Medical Device Single Audit Program

CERTIFICATE

No. QS6 054869 0012 Rev. 05

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

Certification Mark:

1S0O 13485

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

Standard(s): ISO 13485:2016

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

The Certification Body of TUV SUD America Inc. certifies that the quality management system of the
manufacturer listed above has been audited against the stated criteria and found to conform to those
criteria for the scope of certification listed. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:QS6 054869 0012 Rev. 05

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

REPs Facility ID: F005102
Report No.: 713403926
Effective Date: 2026-05-31
Expiry Date: 2029-05-30
Page 1 of 2

Date of Issue: 2026-05-19 ‘W

( Renee Walker )
Director, US Certification Body, MHS
TUV®
TUV SUD America, Inc. » 401 Edgewater Place Suite #500 » Wakefield + MA 01880 » USA » www.tuvsud.com


http://www.tuvsud.com/
https://www.tuvsud.com/ps-cert?q=cert:QS6%20054869%200012%20Rev.%2005

® MDSAP o)
CERTIFICATE

No. QS6 054869 0012 Rev. 05

CERTIFICADO

Regulatory Requirements:  Audit/Certification Criteria

Australia

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

oIZM o

Brazil

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

- RDC ANVISA n. 67/2009 - Vigilance

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

CERTIFICATO ¢

Japan

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

- Japan PMD Act (as applicable)

United States

-21 CFR Part 803

- 21 CFR Part 806

- 21 CFR Part 807 — Subparts Ato D
-21 CFR Part 820

*

o

=3
G

Facility(ies): Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, IRELAND

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

REPs Facility ID: F005102

J\NEIEH € CERTIFICATE o

Page 2 of 2

Date of Issue: 2026-05-19 ‘W

( Renee Walker )
Director, US Certification Body, MHS

ZERTIFIKAT o

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



http://www.tuvsud.com/
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Abbott

EU Declaration of Conformity

Basic UDI-DI: 038074DAL0002FQ
Basic UDI-DI Name: Alinity c-series Acid Probe Wash
Risk Class: Class A
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
01R6070 Alinity c-series Acid Probe Wash 58236 Ww0201010185

Manufacturer
(Name and Address)

Abbott Laboratories
1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN

US-MF-000017777

Authorized Representative
(Name and Address)

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

Authorized Representative SRN

DE-AR-000009457

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

Fisher Diagnostics
8365 Valley Pike
Middletown, VA 22645 USA

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: Kevin Richardson Full Name:
Function:  Director Good Manufacturing Practices Function:
/
Signature: %/1_3 %é./ Signature:
Date of Approval: _/9‘ = NDV ~ A 025 Date of Approval:

Signed for, and
on behalf of:

Date Issued

Supersedes

Abbott Laboratories
1915 Hurd Drive
Irving, TX 75038 USA

Melissa Vaughan

Director Regulatory Affairs

v
20 -Nav - 20

. DO~ Noy ~2635

:23-May-2022

Place Issued:
Effective (Date
or Lot Number):

[rving, Texas

20 -Nov -2025

Page 1 of 8
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074DAL0002FQ
Basic UDI-DI Name: Alinity c-series Acid Wash
Risk Class: Class A

List Number Product and Trade Name GMDN Code | EMDN Code

and Size Code
08P7740 Alinity c-series Acid Wash 56676 W0201010185

Manufacturer
(Name and Address)

Abbott Laboratories
1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN

US-MF-000017777

Authorized Representative
(Name and Address)

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

Authorized Representative SRN

DE-AR-000009457

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

Fisher Diagnostics
8365 Valley Pike
Middletown, VA 22645 USA

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: Kevin Richardson Full Name: Melissa Vaughan
Function: _Director Good Manufacturing Practices Function: Director Regulatory Affairs
Signature: Z""} ﬂf&/‘ Signature: 0 V
Date of Approval: /S~ Aoy~ R D‘;L_{ Date of Approval: 2‘0 - NO\/ - 90

Abbott Laboratories
Signed for,and 1915 Hurd Drive

on behalf of:

Irving, TX 75038 USA

Date Issued:

80 - Nov =206

Place Issued: Irving, Texas

Supersedes:  20-July-2023

Effective (Date
or Lot Number):

IO - Noy- 2036

Page 1 of 8
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACU0430JT
Basic UDI-DI Name: Albumin BCG2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
04U3020 Albumin BCG2 59071 W01010201
04U3030 Albumin BCG2 59071 W01010201
Manufacturer | Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
(Name and Address)
Manufacturer SRN | IE-MF-000010070
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A

Produced by (Site of Manufacture)
(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

EU Certificate No.
No. V12 054869 0013

Quality Management System

Annex IX Chapters I and III,

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

Common Specifications (CS)

N/A

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

of the manufacturer.

Full Name: David Spellman Full Name: _Sandra Gallagher
Director Quality Assurance/ Site Quality
Function: _Head Function: _Manager Regulatory Affairs
Signature: M - Signature: . C«JZA r
- == O
Date of Approval: /O SEP no2Yy Date of Approval: O-SEP- LAl

Signed for, and on
behalf of:

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

Date Issued:

Supersedes:

(O SE£ f ol Y Place Issued: _Lisnamuck, Longford Co. Longford Ireland
Effective (Date L o
13-Mar 2023 or Lot Number): /0 SEF 2o 7

Page 1 of 9




EU Declaration of Conformity

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

038074ACT0483K5

Alkaline Phosphatase2

Class B

List Number
and Size Code

Product and Trade Name GMDN Code EMDN Code

04T8320

Alkaline Phosphatase2 Wwo01010105

52929

04T8330

Alkaline Phosphatase2 W01010105

52929

Manufacturer
(Name and Address)

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

Manufacturer SRN

IE-MF-000010070

Authorized Representative
(Name and Address)

N/A

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 Suid Product Service GmbH Zertifizierstellen,
(Name and Identification Number) | RidlerstraBe 65 * 80339 Munich Germany
Notified Body Number 0123
Quality Management System EU Certificate No.
Annex IX Chapters 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

Full Name: _Siobhan Wright _ Full Name: _Sandra Gallagher
Director Quality Assurance/Site Quality
Function: _Head Function: _Manager Regulatory Affairs
Signature: A 56 Q\n ({ h— Signature: K. G:Jé«}f [cf
Date of Approval: __ (b - DEC - LOL Date of Approval: lb- DeC- 202/

Signed for, and on
behalf of:

Date Issued:

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

lo - 06t - Lo

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

Supersedes: N/A

Effective (Date
or Lot Number):

lb- OEC- Lo

Page 1 0f1
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074DAL0002FQ
Basic UDI-DI Name: Alinity c-series Alkaline Wash
Risk Class: Class A

List Number Product and Trade Name GMDN Code | EMDN Code

and Size Code
08P7840 Alinity c-series Alkaline Wash 58236 W0201010185

Manufacturer
(Name and Address)

Abbott Laboratories
1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN

US-MF-000017777

Authorized Representative
(Name and Address)

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

Authorized Representative SRN

DE-AR-000009457

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

Fisher Diagnostics
8365 Valley Pike
Middletown, VA 22645 USA

Conformity Assessment Procedure

Annex Il and IIT

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 April2017 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: _Kevin Richardson
Function: Direct;)r Good Manufacturing Practices
Signature: F%%: ;ﬁ /4,-{
Date of Approval: /G -~ MDDl =208

Signed for, and
on behalf of:

Date Issued

Supersedes

Abbott Laboratories
1915 Hurd Drive
Irving, TX 75038 USA

Full Name:
Function:
Signature:

Date of Approval:

Melissa Vaughan

Director Regulatory Affairs

“AMNplsma \/Mgﬁgg

FJo- Moy - 2025

- Ao~ Nov- 2605

: 20-July-2023

Place Issued:
Effective (Date
or Lot Number):

Irving, Texas

30 ~ Nov ~2035

Page 10of 8



a ABBOTT

Declaration of Conformity

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

04784

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

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

04T8420 52925 Alanine Aminotransferase2 Self-declared
04T8430 52925 Alanine Aminotransferase2 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 11l of the IVD Directive and is issned under the sole

responsibility of the manufacturer.

Signature: /('\\%L\ﬁ l%\/g \d Signature:

Full Name . ) Full Name
(printed): ~ Siobhan Wright (printed):
Position: Director Quality Assurance/  Position:

Site Quality Head
Date of 1A - <SW - T Date of
Approval: Approval:
Date Issued: 13- JE&P - WL Place Issued:
Supersedes: Nt Applicable Effective Date:

< s

Tliomas Breslin
Manager Regulatory Affairs

| 7-Sgp-202]

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

13 -Jer- Lotf
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Abbott

EU Declaration of Conformity

Basic UDI-DI: 038074LFD0019KS
Basic UDI-DI Name: Amylase2
Risk Class: Class C
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
0478520 Amylase2 52940 Ww01010107
Manufacturer Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name and Address) & ’ i glord. 10 g
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,
Ridlerstrafle 65, 80339 Munich, Germany
Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System

Annex IX Chapters I and IIL,
Including an assessment of the technical

documentation for devices concerned on the basis of

representative samples

EU Certificate 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: _John Lennon Full Name:
Function: _Quality Manager Function:
Signature: :\b\:»& | . Signature:

Date of Approval: A6 ~ Ve -~ LOLS Date of Approval:

Signed for, and on
behalf of:

< &%{Qf

15y -Sung-2e025

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

Date Issued:

\% ~Jone ~LoLS

Place Issued:

Supersedes: 19 Feb 2024

Lisnamuck. Longford. Co. Longford Ireland

Effective (Date
or Lot Number):

\Q‘; - FS—\.NEL -1ols

Page 1 of 9




DRC-726

f i CE DECLARATION OF CONFORMITY
V Biokit Edition 5

A Werfen Company P-172 Page 1 of 2

C € DECLARATION OF CONFORMITY

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

Produttore Karaokeuaarnig Spain

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

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

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

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

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

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

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

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

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

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

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

Standard(s):

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

ISO 13485




¥ Biokit

A Werfen Company

CE DECLARATION OF CONFORMITY

DRC-726

Edition 5

P-172

Page 2 of 2

Notified Body:

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

Name: Other Devices Code: N/A

o Certificate N°: N/A

Product(s):

Annex Ill

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

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

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

P/N

01R0620

Alinity ¢ ASO Reagent (300 test)

01R0630

Alinity c ASO Reagent (780 test)

01R0601

Alinity ¢ ASO Standard

(_\

\

Aot 294 2%

Signature
Pau Planas
CEQO

Biokit, S.A

Date




a ABBOTT

Declaration of Conformity

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

04T86

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

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

0478620 52954 Aspartate Aminotransferase2 Self-declared
04T8630 52954 Aspartate Aminotransferase2 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 II1 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

[y v = —
Signature: j wohem (Vi Signature: - :i‘::f;_:*———
Full Name o Full Name T /

(printed): ~ Siobhan Wright (printed):
Position: Director Quality Assurance/  Position:

Site Quality Head
Date of H “JEF - Ut Date of
Approval: Approval:
Date Issued: 3-8 - Lo Place Issued:
Supersedes:  Not Applicable Effective Date:

homas Breslin
Manager Regulatory Affairs

| 7-S EPrP-202 |

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

(> —F6o- 1oLl
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