by

www.zlg.de

=
(=
LLd
o
¢
(=]
]
<
(& ]
TS
s
&z
(B8
(&)
2
o
<
x
>
©
N
-
Q.
(S8
(=)
&
H
o

A

‘.
=
L

At

ZERTIFIKAT & CERTIFICATE o =2

Product Service

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 010051 0103 Rev. 13

Manufacturer: Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY

Product Category(ies): Products for determination of infection markers

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device families in accordance with IVDD Annex |V, This
quality assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. 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?q=cert:\V1 010051
0103 Rev. 13

Report no.: 713237273-04_SCN
Valid from: 2022-05-10

Valid until: 2025-05-26

Date, 2022-05-10

2o

Christoph Dicks
Head of Certification/Notified Body
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EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

wwiw, 2lg.d

Product Service

No. V1 010051 0103 Rev. 13

Model(s): Products for the determination of
infection markers for HIV, Hepatitis B,
Hepatitis C, HTLV, toxoplasmosis

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

The products detailed below are covered under the scope of this certificate:

Annex Il List A Products
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Product Name REF N°
ABBOTT PRISM HIV O Plus Assay Kit 3D34-48
ABBOTT PRISM HBsAg Assay Kit 3A47-48
ABBOTT PRISM HCV Assay Kit 6A52-48
ABBOTT PRISM HTLV-/HTLV-Il Assay Kit 6A53-48
ABBOTT PRISM Positive Run Control Kit 5E22-11
ABBOTT PRISM Run Control Kit 5E22-10
ABBOTT PRISM HBcore Assay Kit 1A77-48
ABBOTT PRISM HBsAg Confirmatory Assay Kit 6D16-48
ABBOTT PRISM HIV Ag/Ab Combo Assay Kit 7G46-48
o ABBOTT PRISM Run Control Kit 2K24-10
_ﬁﬂé ABBOTT PRISM Positive Run Control Kit 2K24-11
R ARCHITECT Anti-HCV Reagent Kit 6C37-22
Al ARCHITECT Anti-HCV Reagent Kit 6C37-27
¢ ARCHITECT Anti-HCV Reagent Kit 6C37-32
ARCHITECT Anti-HCV Reagent Kit 6C37-37
L ARCHITECT Anti-HCV Calibrator 6C37-01
- ARCHITECT Anti-HCV Controls 6C37-10
=L ARCHITECT Anti-HCV Reagent Kit 6C37-28
& ARCHITECT Anti-HCV Reagent Kit 6C37-33
[T ARCHITECT Anti-HCV Reagent Kit 6C37-38
I: ARCHITECT Anti-HCV Calibrator 6C37-02
o ARCHITECT Anti-HCV Controls 6C37-15
LLI ARCHITECT Anti-HBc IgM Reagent Kit 6C33-22
(| ARCHITECT Anti-HBc IgM Reagent Kit 6C33-27
ARCHITECT Anti-HBc IgM Calibrators 6C33-02
2 ARCHITECT Anti-HBc IgM Controls 6C33-11
e ARCHITECT Anti-HBe Reagent Kit 6C34-20
<T ARCHITECT Anti-HBe Reagent Kit 6C34-25
N ARCHITECT Anti-HBe Reagent Kit 6C34-35
— ARCHITECT Anti-HBe Calibrator 6C34-01
o ARCHITECT Anti-HBe Controls 6C34-10
=
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EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)
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No. V1 010051 0103 Rev. 13

Annex Il List A Products
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Product Name REF N°
ARCHITECT HBeAg Reagent Kit 6C32-20
ARCHITECT HBeAg Reagent Kit 6C32-25
ARCHITECT HBeAg Reagent Kit 6C32-27
ARCHITECT HBeAg Reagent Kit 6C32-37
ARCHITECT HBeAg Calibrators 6C32-01
ARCHITECT HBeAg Quantitative Calibrators 7P24-01
ARCHITECT HBeAg Controls 6C32-10
ARCHITECT HBeAg Quantitative Controls 7P24-10
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4J27-22
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4J27-27
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4J27-32
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4J27-37
ARCHITECT HIV Ag/Ab Combo Calibrator 4J27-03
ARCHITECT HIV Ag/Ab Combo Controls 4J27-12
ARCHITECT rHTLV I/ll Reagent Kit 6L61-25
ARCHITECT rHTLV I/ll Reagent Kit 6L61-30
ARCHITECT rHTLV I/ll Reagent Kit 6L61-35
ARCHITECT rHTLV I/l Calibrator 6L61-01
'“JGE ARCHITECT rHTLV I/ll Controls 6L61-10
oy ARCHITECT Anti-HBc Il Reagent Kit 8L44-25
“'g ARCHITECT Anti-HBc Il Reagent Kit 8L44-30
I ARCHITECT Anti-HBc Il Reagent Kit 8L44-35
ARCHITECT Anti-HBc Il Calibrator 8L44-01
* ARCHITECT Anti-HBc Il Controls 8L44-10
Ll ARCHITECT HCV Ag Controls 6L47-11
[ ARCHITECT HCV Ag Controls 6L47-19
(- ¢ ARCHITECT HCV Ag Calibrators 6L47-02
() ARCHITECT HCV Ag Calibrators 6L47-09
T ARCHITECT HCV Ag Reagent Kit 6L47-29
—— ARCHITECT HCV Ag Reagent Kit 6L47-74
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(&) Annex Il List A Products
— Product Name °
7 REF N
] Alinity i Anti-HBe Reagent Kit 07P6322
ac Alinity i Anti-HBe Reagent Kit 07P6332
L Alinity i Anti-HBe Calibrator 07P6301
L Alinity i Anti-HBe Controls 07P6310
’ Alinity i HIV Ag/Ab Combo Reagent Kit 08P0722
Alinity i HIV Ag/Ab Combo Reagent Kit 08P0O732
Alinity i HIV Ag/Ab Combo Calibrator 08P0701
< Alinity i HIV Ag/Ab Combo Controls 08P0710
== Alinity i Anti-HCV Reagent Kit 08P0622
s Alinity i Anti-HCV Reagent Kit 08P0632
& Alinity i Anti-HCV Calibrator 08P0601
= Alinity i Anti-HCV Controls 08P0610
== Alinity i Anti-HCV Reagent Kit 08P0623
(=18 Alinity i Anti-HCV Reagent Kit 08P0633
[EN] Alinity i Anti-HCV Calibrator 08P0602
=~ Alinity i Anti-HCV Controls 08P0611
’ Alinity i Anti-HBc IgM Reagent Kit 07P8622
Alinity i Anti-HBc IgM Calibrators 07P8601
{H,Hm Alinity i Anti-HBc IgM Controls 07P8610
oy Alinity i Anti-HBc Il Reagent Kit 07P8722
%HIJE‘E{ Alinity i Anti-HBc |l Reagent Kit 07P8732
T Alinity i Anti-HBc Il Calibrator 07P8701
ﬁ'ﬁé’ Alinity i Anti-HBc Il Controls 07P8710
Alinity i HCV Ag Reagent Kit 09P2322
® Alinity i HCV Ag Controls 09P2310
A Alinity i HCV Ag Calibrators 09P2301
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<g
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s Product Name REF N°
K
e Alinity i rHTLV-I/Il Reagent Kit 07P6122
[ Alinity i rHTLV-I/ll Reagent Kit 07P6132
kLl Alinity i rtHTLV-I/Il Calibrator 07P6101
L Alinity i tHTLV-I/Il Controls 07P6110
’ Alinity i HBeAg Reagent Kit 07P6422
Alinity i HBeAg Reagent Kit 07P6432
o Alinity i HBeAg Calibrators 07P6401
<L Alinity i HBeAg Controls 07P6410
& Alinity i HBeAg Quantitative Calibrators 09P1001
= Alinity i HBeAg Quantitative Controls 09P1010
& Alinity s Anti-HBc Reagent Kit 06P0655
= Alinity s Anti-HBc Calibrator Kit 06P0602
= Alinity s Anti-HBc Assay Control Kit 06P0610
o. Alinity s Anti-HBc Release Control Kit 06P0612
LLi Alinity s HIV Ag/Ab Combo Reagent Kit 08P0155
= Alinity s HIV Ag/Ab Combo Calibrator Kit 06P0102
‘ Alinity s HIV Ag/Ab Combo Assay Control Kit 06P0110
Alinity s HIV Ag/Ab Combo Release Control Kit 06P0112
H;H{m Alinity s HIV Ag/Ab Combo Reagent Kit 06P0160
oy Alinity s HIV Ag/Ab Combo Calibrator Kit 06P0103
-l Alinity s HIV Ag/Ab Combo Assay Control Kit 06P0120
%ﬂé{ Alinity s HIV Ag/Ab Combo Release Control Kit 06P0124
a
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Li.
|_—- Alinity s Anti-HCV Reagent Kit 06P0455
[ o e Alinity s Anti-HCV Calibrator Kit 06P0402
Ll Alinity s Anti-HCV Assay Control Kit 06P0410
e Alinity s Anti-HCV Release Control Kit 06P0412
TS Alinity s Anti-HCV Reagent Kit 06P0477
Alinity s Anti-HCV Calibrator Kit 06P0409
b= Alinity s Anti-HCV Assay Control Kit 06P0419
< Alinity s Anti-HCV Release Control Kit 06P0418
x Alinity s Anti-HCV Reagent Kit 06P0460
= Alinity s Anti-HCV Calibrator Kit 06P0403
& Alinity s Anti-HCV Assay Control Kit 06P0420
< Alinity s Anti-HCV Release Control Kit 06P0424
| - Alinity s Anti-HCV Il Reagent Kit 04W5655
(= 1 Alinity s Anti-HCV |l Reagent Kit 04W5656
L Alinity s Anti-HCV |l Calibrator Kit 04W5602
- Alinity s Anti-HCV Il Assay Control Kit 04W5610
PS Alinity s Anti-HCV |l Release Control Kit 04W5612
Alinity s HTLV I/ll Reagent Kit 06P0755
ﬂmm Alinity s HTLV I/ll Calibrator Kit 06P0702
S Alinity s HTLV I/l Assay Control Kit 06P0710
1T Alinity s HTLV I/ll Release Control Kit 06PO712
R Alinity s HIV Ag/Ab Combo Reagent Kit 06P0177
-|ng Alinity s HIV Ag/Ab Combo Calibrator Kit 06P0109
Alinity s HIV Ag/Ab Combo Assay Control Kit 06P0119
L 3 Alinity s HIV Ag/Ab Combo Release Control Kit 06P0118
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Annex Il List A Products for ARCHITECT Plattform
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Product Name REF N°
Anti-HCV Reagent Kit 6C37-74
Anti-HCV Reagent Kit 6C37-77
Anti-HCV Reagent Kit 6C37-78
Anti-HCV Calibrator 6C37-09
Anti-HCV Controls 6C37-19
Anti-HBc IgM Reagent Kit 6C33-74
Anti-HBc IgM Reagent Kit 6C33-75
Anti-HBc IgM Calibrators 6C33-09
Anti-HBc IgM Controls 6C33-19
Anti-HBe Reagent Kit 6C34-74
Anti-HBe Reagent Kit 6C34-77
Anti-HBe Calibrator 6C34-09
Anti-HBe Controls 6C34-19
HBeAg Reagent Kit 6C32-74
HBeAg Reagent Kit 6C32-77
HBeAg Calibrators 6C32-09
HBeAg Quantitative Calibrators 7P24-09
HBeAg Controls 6C32-19
HBeAg Quantitative Controls 7P24-19
0y HIV Ag/Ab Combo Reagent Kit 4J27-74

Al HIV Ag/Ab Combo Reagent Kit 4J27-77

) HIV Ag/Ab Combo Reagent Kit 4J27-78

R[;': HIV Ag/Ab Combo Reagent Kit 4J27-84
HIV Ag/Ab Combo Reagent Kit 4J27-87

E 2 HIV Ag/Ab Combo Reagent Kit 4J27-89
HIV Ag/Ab Combo Calibrator 4J27-09

L HIV Ag/Ab Combo Controls 442719

: HIV Ag/Ab Combo Controls 4J27-17

) Anti-HBc Il Reagent Kit 8L44-74

— Anti-HBc Il Reagent Kit 8L44-77

L Anti-HBc Il Reagent Kit 8L44-78

- Anti-HBc Il Calibrator 8L44-09

(' Anti-HBc 1l Controls 8L44-19
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e Product Name #
7T REF N
i Anti-HBe Reagent Kit 07P6374
s Anti-HBe Reagent Kit 07P6377
L Anti-HBe Calibrator 07P6309
& Anti-HBe Controls 07P6319
’ HIV Ag/Ab Combo Reagent Kit 08P0774
HIV Ag/Ab Combo Reagent Kit 08PO777
= HIV Ag/Ab Combo Reagent Kit 08P0784
<t HIV Ag/Ab Combo Reagent Kit 08P0787
;_f HIV Ag/Ab Combo Calibrator 08P0709
HIV Ag/Ab Combo Controls 08P0719
£ HIV Ag/Ab Combo Controls 08P0717
= Anti-HCV Reagent Kit 08P0674
== Anti-HCV Reagent Kit 08P0B77
(= 18 Anti-HCV Calibrator 08P0609
LLl Anti-HCV Controls 08P0619
d Anti-HBc Il Reagent Kit 07P8774
‘ Anti-HBc Il Reagent Kit 07P8777
Anti-HBc Il Calibrator 07P8709
_H}Hm Anti-HBc Il Controls 07P8719
o Anti-HBc IgM Reagent Kit 07P8674
Gl ]=4 Anti-HBc IgM Calibrators 07P8609
0] Anti-HBG IgM Controls 07P8619
'ﬁé’ HBeAg Reagent Kit 07P6474
HBeAg Reagent Kit 07P6477
& HBeAg Calibrators 07P6409
HBeAg Controls 07P6419
'-l'_-' HBeAg Quantitative Calibrators 09P1009
< HBeAg Quantitative Controls 09P1019
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Annex Il List B Products

&= & CEPTUOUKAT & CERTIFICADO & CERTIFICAT

Product Name REF N°
ARCHITECT Toxo IgG Reagent Kit 6C19-25
ARCHITECT Toxo IgG Reagent Kit 6C19-35
ARCHITECT Toxo IgG Calibrators 6C19-01
ARCHITECT Toxo IgG Controls 6C19-10
ARCHITECT Toxo IgG Avidity Reagent Kit 6L37-25
ARCHITECT Toxo IgG Avidity Calibrator & Controls 6L37-11
ARCHITECT Toxo IgM Reagent Kit 6C20-25
ARCHITECT Toxo IgM Reagent Kit 6C20-35
ARCHITECT Toxo IgM Calibrator 6C20-01
ARCHITECT Toxo IgM Controls 6C20-10
Alinity i Toxo IgG Reagent Kit 07P4522
Alinity i Toxo IgG Reagent Kit 07P4532
Alinity i Toxo IgG Calibrators 07P4501
Alinity i Toxo IgG Controls 07P4510
Alinity i Toxo IgM Reagent Kit 07P4722
Alinity i Toxo IgM Reagent Kit 07P4732
Alinity i Toxo IgM Calibrator 07P4701
Alinity i Toxo IgM Controls 07P4710
Alinity i Toxo IgG Avidity Reagent Kit 07P4622

X Alinity i Toxo IgG Avidity Controls 07P4610
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Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
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No. V1 010051 0103 Rev. 13

Annex Il List B Products for ARCHITECT Plattform

Product Name REF N°

Toxo IgG Calibrators 6C19-09
Toxo IgG Controls 6C19-19
Toxo IgG Reagent Kit 6C19-74
Toxo IgG Reagent Kit 6C19-77
Toxo IgM Calibrators 6C20-09
Toxo IgM Controls 6C20-19
Toxo IgM Reagent Kit 6C20-74
Toxo IgM Reagent Kit 6C20-77
Toxo IgG Avidity Reagent Kit 6L37-74

Annex ll List B Products for Alinity i Plattform
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Product Name REF N°
Toxo IgG Calibrators 07P4509
Toxo IgG Controls 07P4519
Toxo IgG Reagent Kit 07P4574
Toxo IgG Reagent Kit 07P4577
Toxo IgM Calibrators 07P4709
U] Toxo IgM Controls 07P4719
ﬁ:::ll_j Toxo IgM Reagent Kit Q7P4774
a Toxo IgM Reagent Kit 07P4777
Nl Toxo IgG Avidity Reagent Kit 07P4674
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ZERTIFIKAT & CERTIFICATE ¢

Confirmation Statement on validity of EC Certificate (IVDD)

pursuant to Directive 98/79/EC concerning in vitro diagnostic medical devices

No. VCQ 010051 0149 Rev. 00

Manufacturer: Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY

This Confirmation Statement V1 010051 0103 Rev. 13
is only valid in combination

with the following

EC Certificate (IVDD):

This Confirmation Statement confirms the validity of the aforementioned EC Certificate (IVDD).

It considers clarification of scope statements, scope reductions and changes to the manufacturer
data initiated 26 May 2022 or later.

The conditions laid down in Article 110 (3) of Regulation (EU) 2017/746 on in vitro diagnostic
medical devices for placing devices on the market and putting into service apply. For details and
confirmation statement validity see: www.tuvsud.com/ps-cert?q=cert:-VCQ 010051 0149 Rev. 00

Report No.: 713283413-03
Valid until: 2025-05-26
/] n n\ '
Marta Carnielli
Issue Date: 2023-07-11 Head of Notified Body IVD
Page 1 of 2
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ZERTIFIKAT & CERTIFICATE ¢

Confirmation Statement on validity of EC Certificate (IVDD)

pursuant to Directive 98/79/EC concerning in vitro diagnostic medical devices

No. VCQ 010051 0149 Rev. 00

Product Category(ies): Products for the determination of

Description of
Change:

Page 2 of 2

infection markers for HIV, Hepatitis B,
Hepatitis C, HTLV, toxoplasmosis

Removal of Products according to
Annex |l List A Devices:

Product Name

Abbott PRISM HBcore Assay Kit

Abbott PRISM Run Control Kit

Abbott PRISM Run Control Kit

Abbott PRISM HBsAg Assay Kit

Abbott PRISM HIV O Plus Assay Kit
Abbott PRISM HTLV-I/HTLV-Il Assay Kit
Abbott PRISM HCV Assay Kit

Abbott PRISM HBsAg Confirmatory Assay Kit
Abbott PRISM HIV Ag/Ab Combo Assay Kit
Abbott PRISM Positive Run Control Kit
Abbott PRISM Positive Run Control Kit

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH -« Certification Body + Ridlerstraf3e 65 = 80339 Munich « Germany

Product Service

REF N°

1A77-48
2K24-10
S5E22-10
3A47-48
3D34-48
6A53-48
6A52-48
6D16-48
7G46-48
2K24-11
5E22-11
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Product Service

EU Quality Management System Certificate (IVDR)

Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices,
Annex IX Chapters | and Il (Class C and B Devices excluding self-/near-patient-testing and
Companion Diagnostics)

No. V12 010051 0137 Rev. 03

Manufacturer: Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY

SRN Manufacturer - DE-MF-000009455

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in Article 10
(8) of the Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices. Details on devices
covered by the quality management system are described on the following page(s).

The Report referenced below summarizes the result of the assessment and includes reference to
relevant CS, harmonized standards, audit and test reports. The conformity assessment has been
carried out according to Annex IX Chapter | and Il of this regulation with a positive result.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. The surveillance assessment includes an assessment of the technical documentation
for the device or devices concerned on the basis of further representative samples. For details and
certificate validity see: www.tuvsud.com/ps-cert?g=cert:V12 010051 0137 Rev. 03

Report No.: 713296312-CN
Preceding Certificate No.: V12 010051 0137 Rev. 02
Valid from: 2023-07-03
Valid until: 2026-08-11
Date of Initial Issuance: 2021-08-12
Marta Carnielli
Issue date: 2023-07-03 Head of Notified Body IVD
Page 1 of 4
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Zentralstelle der Lander
fiir Gesundheitsschutz
bei Arzneimitteln und

Medizinprodukten

www.zlg.de

BS-IVDR-099

Product Service

EU Quality Management System Certificate (IVDR)

Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices,
Annex IX Chapters | and Il (Class C and B Devices excluding self-/near-patient-testing and
Companion Diagnostics)

No. V12 010051 0137 Rev. 03

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:
IVP Code:

Intended Purpose:

Classification:
Device Group:
IVP Code:

Intended Purpose:

Page 2 of 4

Class B
WO0101 - CLINICAL CHEMISTRY

IVR 0608 - Devices intended to be used for screening,
determination or monitoring of physiological markers

Class B

W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVR 0504 - Devices intended to be used to determine the
infectious load, to determine infective disease status or immune
status and devices used for infectious disease staging

Class B
W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVR 0602 - Devices intended to be used for screening,
determination or monitoring of physiological markers for a specific
disease

Class B
W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVR 0608 - Devices intended to be used for screening,
determination or monitoring of physiological markers

Class B
WO0105 - INFECTIOUS DISEASES

IVR 0504 - Devices intended to be used to determine the
infectious load, to determine infective disease status or immune
status and devices used for infectious disease staging

Class C

WO0101 - CLINICAL CHEMISTRY

IVP 3002 - In vitro diagnostic devices which require knowledge
regarding biochemistry

IVR 0301 - Devices intended to be used in screening, diagnosis,
staging or monitoring of cancer

Class C

w0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVP 3007 - In vitro diagnostic devices which require knowledge
regarding immunoassays

IVR 0301 - Devices intended to be used in screening, diagnosis,
staging or monitoring of cancer

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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Zentralstelle der Lander
fiir Gesundheitsschutz
bei Arzneimitteln und

Medizinprodukten

www.zlg.de

BS-IVDR-099

2

Product Service

EU Quality Management System Certificate (IVDR)

Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices,
Annex IX Chapters | and Il (Class C and B Devices excluding self-/near-patient-testing and
Companion Diagnostics)

No. V12 010051 0137 Rev. 03

Classification:
Device Group:
IVP Code:

Intended Purpose:

Classification:
Device Group:
IVP Code:

Intended Purpose:

Classification:
Device Group:
IVP Code:

Intended Purpose:

Classification:
Device Group:
IVP Code:

Intended Purpose:

Classification:
Device Group:
IVP Code:

Intended Purpose:

The validity of this certificate

depends on conditions and/or
is limited to the following:

Page 3 of 4

Class C

W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVP 3002 - In vitro diagnostic devices which require knowledge
regarding biochemistry

IVR 0504 - Devices intended to be used to determine the
infectious load, to determine infective disease status or immune
status and devices used for infectious disease staging

Class C

w0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVP 3007 - In vitro diagnostic devices which require knowledge
regarding immunoassays

IVR 0605 - Devices intended to be used for monitoring of levels of
medicinal products, substances or biological components

Class C

WO0105 - INFECTIOUS DISEASES

IVP 3011 - In vitro diagnostic devices which require knowledge
regarding molecular biological testing including nucleic acid assays
and next generation sequencing (NGS)

IVR 0301 - Devices intended to be used in screening, diagnosis,
staging or monitoring of cancer

Class C

WO0105 - INFECTIOUS DISEASES

IVP 3011 - In vitro diagnostic devices which require knowledge
regarding molecular biological testing including nucleic acid assays
and next generation sequencing (NGS)

IVR 0503 - Devices intended to be used to detect the presence of,
or exposure to an infectious agent including sexually transmitted
agents

Class C

WO0105 - INFECTIOUS DISEASES

IVP 3007 - In vitro diagnostic devices which require knowledge
regarding immunoassays

IVR 0501 - Devices intended to be used for pre-natal screening of
women in order to determine their immune status towards
transmissible agents

-none-

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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** *** Benannt durch/Designated by

Zentralstelle der Lander

** !._é § fiir Gesundheitsschutz
- o %

=_—— bei Arzneimitteln und

Medizinprodukten
*‘A' e ** BS-TVDR-099

www.zlg.de

EU Quality Management System Certificate (IVDR)

Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices,
Annex IX Chapters | and Il (Class C and B Devices excluding self-/near-patient-testing and
Companion Diagnostics)

No. V12 010051 0137 Rev. 03

Revision History:

Rev. Dated Report Description

00 2021-08-12 713198378 -

01 2022-03-22 713234659-02

02 2022-10-13 713234659-04 -

03 2023-07-03 713296312-CN Supplemented: Device(s)/group of
device(s) added

Page 4 of 4
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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Product Service



aAhbott.

Declaration of Conformity

Certificate Identification: SC-09H46
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, 1L 60064 USA
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
09H46-02 58236 CELL-DYN Emerald CLEANER Self-declared
09H47-02 61165 CELL-DYN Emerald CN-FREE LYSE Self-declared
09H48-02 58237 CELL-DYN Emerald DILUENT Self-declared
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
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 [VD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: N Signature: %{"R

u = L (24
Full Name: Barry Simpson Full Name: Marcy Jaqua
Position: Site Quality Manager Position: Director, Regulatory Affairs

Date of Approval: Q2. Doe . 0 15 Date of Approval: O 4£e 2078

Date Issued: DEC 0 b 2015 Place Issued: Abbott Santa Clara
IRIS V6 Effective (Date or
Supersedes: July 6, 2015 Lot Number): DEC 0 3 2015
CELL-DYN Emerald Reagents Declaration of Conformity
December 2015 (IRIS V7)

Page | of |
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Zentralstelle der Lander

* *
e g% * fiir Gesundheitsschutz
é *

—— bei Arzneimitteln und
‘}A\? Medizinprodukten

Ko * #** 7LG-BS-245.10.07

www.zlg.de

Product Service

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 001922 0008 Rev. 04

Manufacturer: Abbott Ireland Diagnostics Division
Finisklin Business Park
Sligo
IRELAND

Product Category(ies): Products for determination of infection markers
and tumour markers

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device families in accordance with IVDD Annex IV. This
quality assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. 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?q=cert:V1 001922
0008 Rev. 04

Report no.: 713252089 / 713251178-02
Valid from: 2022-05-02
Valid until: 2025-05-26

Date, 2022-05-02 c
'@)‘L\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 6
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body * Ridlerstrale 65 + 80339 Munich + Germany
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Zentralstelle der Lander

* *
e g% * fiir Gesundheitsschutz
é *

—— bei Arzneimitteln und
‘}A\? Medizinprodukten

Ko * #** 7LG-BS-245.10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

www.zlg.de

No. V1 001922 0008 Rev. 04

Model(s): Products for the determination
of infection markers for Hepatitis B,
cytomegalovirus, rubella and tumour
marker PSA

Fac“ity(ies): Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, IRELAND

The products detailed below are covered under the scope of this certificate:

Annex |l List A Products

Product Name REF N°
ARCHITECT HBsAg Qualitative Il Calibrators 2G22-01
ARCHITECT HBsAg Qualitative II Reagent Kit 2G22-25
ARCHITECT HBsAg Qualitative || Reagent Kit 2G22-30
ARCHITECT HBsAg Qualitative Il Confirmatory Reagent Kit 2G23-25
ARCHITECT HBsAg Calibrators 3M61-02
ARCHITECT HBsAg Controls 6C36-10
ARCHITECT HBsAg Reagent Kit 6C36-29
ARCHITECT HBsAg Reagent Kit 6C36-34
ARCHITECT HBsAg Reagent Kit 6C36-35
ARCHITECT HBsAg Reagent Kit 6C36-43
ARCHITECT HBsAg Reagent Kit 6C36-44
ARCHITECT Anti-HBs Calibrators 7C18-01
ARCHITECT Anti-HBs Calibrators 7C18-03
ARCHITECT Anti-HBs Controls 7C18-10
ARCHITECT Anti-HBs Controls 7C18-13
ARCHITECT Anti-HBs Reagent Kit 7C18-20
ARCHITECT Anti-HBs Reagent Kit 7C18-25
Page 2 of 6

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
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Zentralstelle der Lander

f!Lé i fur Gesundheitsschutz

bei Arzneimitteln und
Medizinprodukten

Ko e *% 71G-BS-245.10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

www.zlg.de

Product Service

No. V1 001922 0008 Rev. 04

Annex |l List A Products
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Product Name REF N°
ARCHITECT Anti-HBs Reagent Kit 7C18-27
ARCHITECT Anti-HBs Reagent Kit 7C18-28
ARCHITECT Anti-HBs Reagent Kit 7C18-30
ARCHITECT Anti-HBs Reagent Kit 7C18-34
ARCHITECT Anti-HBs Reagent Kit 7C18-37
ARCHITECT Anti-HBs Reagent kit 7C18-38
ARCHITECT HBsAg Confirmatory V.1 Calibrators 9C94-01
ARCHITECT HBsAg Confirmatory V.1 Controls 9C9%4-10
ARCHITECT HBsAg Confirmatory V.1 Reagent Kit 9C94-25
ARCHITECT HBsAg Qualitative | Reagent Kit 2G22-35
ARCHITECT Anti-HBs Reagent Kit 7C18-29
ARCHITECT Anti-HBs Reagent Kit 7C18-41
ARCHITECT Anti-HBs Reagent Kit 7C18-39
ARCHITECT Anti-HBs Reagent Kit 7C18-42
ARCHITECT Anti-HBs Reagent Kit 7C18-33
Alinity i HBsAg Calibrators 08P0801
Alinity i HBsAg Controls 08P0810
Alinity i HBsAg Reagent Kit 08P0852
Alinity i HBsAg Confirmatory V.1 Calibrators 08P0901
n Alinity i HBsAg Confirmatory V.1 Controls 08P0910
AN Alinity i HBsAg Confirmatory V.1 Reagent Kit 08P0922
?I(Fé Alinity i HBsAg Qualitative Il Calibrators 08P1001
by Alinity i HBsAg Qualitative 1l Controls 08P1010
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EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

www.zlg.de

Product Service

No. V1 001922 0008 Rev. 04

Annex |l List A Products
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Product Name REF N°
Alinity i HBsAg Qualitative 11 Reagent Kit 08P1022
Alinity i HBsAg Qualitative Il Confirmatory Reagent Kit 08P1122
Alinity i Anti-HBs Reagent Kit 07P8922
Alinity i Anti-HBs Controls 07P8910
Alinity i Anti-HBs Calibrators 07P8901
Alinity i Anti-HBs Reagent Kit 07P8952
Alinity s HBsAg Reagent Kit 06P0255
Alinity s HBsAg Reagent Kit 06P0260
Alinity s HBsAg Confirmatory Reagent Kit 06P0357
Alinity s HBsAg Confirmatory Reagent Kit 06P0359
Alinity s HBsAg Calibrator Kit 06P0202
Alinity s HBSAg Calibrator Kit 06P0204
Alinity s HBsAg Assay Control Kit 06P0210
Alinity s HBsAg Assay Control Kit 06P0213
Alinity s HBsAg Release Control Kit 06P0212
Alinity s HBsAg Release Control Kit 06P0215
ARCHITECT HBsAg Qualitative Il Controls 2G22-10
Alinity i HBsAg Qualitative 1l Reagent Kit 08P1032
Alinity i HBsAg Reagent Kit 08P0832
Alinity i HBsAg Reagent Kit 08P0822

! Alinity i HBsAg Reagent Kit 08P0857

o Alinity i Anti-HBs Reagent Kit 07P8932

il Alinity i Anti-HBs Reagent Kit 07P8957

I Alinity i HBsAg Next Qualitative Calibrators 01R6401
Alinity i HBsAg Next Qualitative Controls 01R6410

L 2 Alinity i HBsAg Next Qualitative Reagent Kit 01R6422
Alinity i HBsAg Next Qualitative Reagent Kit 01R6432

Ll Alinity i HBsAg Next Confirmatory Reagent Kit 01R6522

: ARCHITECT HBsAg Next Qualitative Reagent Kit 4P76-25
ARCHITECT HBsAg Next Qualitative Reagent Kit 4P76-30

2 ARCHITECT HBsAg Next Qualitative Reagent Kit 4P76-35

Ll ARCHITECT HBsAg Next Confirmatory Reagent Kit 4P77-25

— ARCHITECT HBsAg Next Qualitative Calibrators 4P76-01

E ARCHITECT HBsAg Next Qualitative Controls 4P76-10
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-

Zentralstelle der Lander

f!Lé i fur Gesundheitsschutz

bei Arzneimitteln und
Medizinprodukten

Ko e *% 71G-BS-245.10.07

EC Certificate

Full Quality Assurance System

www.zlg.de

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)

(List A and B and devices for self-testing)

No. V1 001922 0008 Rev. 04

Annex |l List B Products

Product Name

ARCHITECT Rubella IgM Reagent Kit
ARCHITECT Rubella IgM Calibrator
ARCHITECT Rubella IgM Controls
ARCHITECT Rubella IgM Controls
ARCHITECT Rubella IgG Reagent Kit
ARCHITECT Rubella IgG Calibrators
ARCHITECT Rubella IgG Controls
ARCHITECT Free PSA Reagent Kit
ARCHITECT Free PSA Calibrators
ARCHITECT Free PSA Controls
ARCHITECT Total PSA Reagent Kit
ARCHITECT Total PSA Calibrators
ARCHITECT Total PSA Controls
ARCHITECT CMV IgG Avidity Reagent Kit
ARCHITECT CMV IgG Avidity Calibrator and Controls
ARCHITECT CMV IgG Reagent Kit
ARCHITECT CMV IgG Calibrators
ARCHITECT CMV IgG Controls
ARCHITECT CMV IgM Reagent Kit
ARCHITECT CMV IgM Calibrator
ARCHITECT CMV IgM Controls
Alinity i CMV IgG Reagent Kit

Alinity i CMV IgG Calibrators

Page 5 of 6

REF N°

6C18-25
6C18-01
6C18-10
6C18-13
6C17-26/36
6C17-03
6C17-13
7K71-20/25
7K71-01
7K71-10
7K70-20/25/30/35
7K70-01
7K70-10
3L46-25
3L46-11
6C15-20/25/30
6C15-01
6C15-10
6C16-20/25/30
6C16-01
6C16-10
07P4222 / 07P4232
07P4201

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body * Ridlerstrale 65 + 80339 Munich + Germany
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Zentralstelle der Lander

f!Lé i fur Gesundheitsschutz

bei Arzneimitteln und
Medizinprodukten

Ko e *% 71G-BS-245.10.07

EC Certificate

Full Quality Assurance System

www.zlg.de

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)

(List A and B and devices for self-testing)

No. V1 001922 0008 Rev. 04

Annex |l List B Products

Product Name

Alinity i CMV IgG Controls

Alinity i CMV IgM Reagent Kit

Alinity i CMV IgM Calibrator

Alinity i CMV IgM Controls

Alinity i Rubella IgG Reagent Kit

Alinity i Rubella IgG Calibrators

Alinity i Rubella IgG Controls

Alinity i Rubella IgM Reagent Kit

Alinity i Rubella IgM Calibrator

Alinity i Rubella IgM Controls

Alinity i Rubella IgM Controls

Alinity i CMV IgG Avidity Reagent Kit
Alinity i CMV IgG Avidity Controls

Alinity s CMV IgG Qualitative Reagent Kit
Alinity s CMV IgG Qualitative Calibrator Kit
Alinity s CMV IgG Qualitative Assay Control Kit
Alinity s CMV IgG Qualitative Release Control Kit
Alinity i Free PSA Reagent Kit

Alinity i Free PSA Calibrators

Alinity i Free PSA Controls

Alinity i Total PSA Reagent Kit

Alinity i Total PSA Calibrators

Alinity i Total PSA Controls

Page 6 of 6

REF N°

07P4210
07P4422 | 07P4432
07P4401
07P4410
08P4622 / 08P4632
08P4601
08P4610
08P4722 / 08P4732
08P4701
08P4710
08P4713
07P4322
07P4310
06P1045
06P1002
06P1010
06P1012
07P9320 / 07P9330
07P9301
07P9310
07P9220 / 07P9230
07P9201
07P9210

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
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a ABBOTT

Declaration of Conformity

Certificate Tdentification: K77
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 Device
TK77-20 54322 ARCHITECT Progesterone Reagent Kit Self-declared
TK77-25
7K77-35
7K77-01 54325 ARCHITECT Progesterone Calibrators Self-declared
7K77-10 54326 ARCHITECT Progesterone Controls Self-declared
7K77-50 58208 ARCHITECT Progesterone Manual Diluent Self-declared
Authorized European N/A

Representative (name and address)
Storage site of technical
documentation (name and address)

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

Harmonized Standards Listed in the Technical Documentation

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

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

Signature: /{t DW M{YW Signature: ’Zorr@c'm CJ—/\}"-';‘:\)

Full Name: Full Name:

Siobhan Wright Lorraine Whitney
Position: Director Quality Assnrance/ Position: Senior Manager Regulatory Affairs
Site Quality Head
Date of oM - APA-19 Date of t&’* Arr Za 4
Approval Approval:
Date M -0BPL-1S Place Issued Abbott Ireland Diagnostics Division,
Issued: Lisnamuck, Longford, Co. Longford, Ireland.

Effective (Lot
Supersedes 05-May-2016 number or date) - APR-1 G




Abbott

Certificate Identification:

Declaration of Conformity
TK76

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
TK76-20 54335 ARCHITECT Prolactin Reagent Kit Self-declared
TK76-25
TK76-30
TK76-35
7K 76-01 54337 ARCHITECT Prolactin Calibrators Self-declared
7K76-10 54338 ARCHITECT Prolactin Controls Self-declared

Authorized European Representative
(Name and Address)

N/A

Storage of site technical
documentation (Name and Address)

Department: Regulatory Affairs

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

Harmonized Standards

Listed in the Technical Documentation

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

the member states.

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

the manufacturer.

Signature: i 1V Signature:
Full Name:  gjobhan Wright Full Name:
i i Position:
Position: Dl.rector (?uahty Assurance/ osition

Site Quality Head

Date of

- -l .
Approval: b - PR C’\ Date of Approval:
Date Tssued: Ay - BR- | q Place Issued:
Supersedes: 25-May-2017 Effective (Date or

Lot Number):

b Llibesy
Lorraine Whitney
Senior Manager Regulatory Affairs/

(9 Al 2009

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

24-Ape-19




) Abbott

Declaration of Conformity

Certificate Identification: DoC-3P36- AIDD Sligo
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Finisklin Business Park, Sligo, Ireland

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

Devices

3P36-20 58348 ARCHITECT AFP Reagent Kit Self-Declared
3P36-25 58348 ARCHITECT AFP Reagent Kit Self-Declared
3P36-30 58348 ARCHITECT AFP Reagent Kit Self-Declared
3P36-35 58348 ARCHITECT AFP Reagent Kit Self-Declared
3P36-01 54062 ARCHITECT AFP Calibrators Self-Declared
3P36-10 54063 ARCHITECT AFP Controls Self-Declared
Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland.
documentation (name and address) Department: Regulatory Affairs.
Harmonized Standards Listed in the Technical Documentation

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

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

Signature: .rét. J\-kwh\ Signature: /r:u FAre ( -«'{-w e

—

Full Name: Joe Murray Full Name: Lorraine Whitney
Position: Quality Manager Position: Senior Manager Regulatory Affairs
Date of Approval: 0% S \F Date of Approval: HS Jon 4

Date Issued: ps Toa (3

Place Issued: AIDD Sligo

Supersedes: 25 Sep 14

Effective (Date or
Lot Number): 68 Joa (3




Declaration of Conformity

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

07K73

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Treland,

List Numbers
and Size Code
of Devices

GMDN Code

Names and Description of Devices

Classification

7K75-20
TK75-25
7K75-30
7K75-35

54187

ARCHITECT FSH Reagent Kit

Self-declared

7K75-01 38255

ARCHITECT FSH Calibrators

Self-declared

TK75-10 38254

ARCHITECT FSH Controls

Self-declared

Authorized European
Representative (name and address)

N/A

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 in vitro diagnostic medical devices described above and bearing the

CE marking, conform with the applicable provisions of the EC Directive 98/79%/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 III of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

. o . . 7
Sigratwe: 9T gl Sgatwe: foronie (nhes,
[ 7
Full Name:  gjgbhan Wright Full Name: Lorraine Whitney
o Director Quality Assurance/Site Position: Senior Manager Regulatory Affairs
Position: .
Quality Head
Date of 4 -AP-19 Date of Approval: {4 AP2 2019
Approval:
M- a0 R ’[9 Abbott Ireland Diagnostics Division,
Date Issued: Place Issued: [ jsnamuck, Longford, Co. Longford,
Ireland

Superse __15Nov 2013 Effective (Date or 24 - AFPR- 19

Lot Number):




a ABBOTT

Declaration of Conformity

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

02P40
Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers
and Size Code
of Devices

GMDN Code

Names and Description of Devices Classification

2P40-25 54254
2P40-35

ARCHITECT LH Reagent Kit Self-declared

2pP40-01 38270

ARCHITECT LH Calibrators Self-declared

Authorized European
Representative (name and address)

N/A

Storage of technical documentation
(mame and address)

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

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC and transposed Irish
Regulation S.1. 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 IIT of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: /flgbeﬁy (W g{,\y

Full Name:  Gjohhan Wright

Position:  (\ ality Head

Date of Wt - B(&' s

Director Quality Assurance/Site

Approval:
24 -npR-19

Date Issued:

Supersedes: 12 0CT 2018

Signature: Aar;@;‘e Cu{/—. ‘-\L««I
Full Name* Lorraine Whitney
Position: Semior Manager Regulatory Affairs/
Date of Approval: [4 #rr 2014

Place Issued:

Effective (Date or
Lot Number):

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

14-Ble- 19




Declaration of Conformity
Certificate 1dentification: 02K406 LC IRIS V3
Legal Manufacturer’s Name: Abbot1 Laboratories
Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, IL 60064 USA
List Numbers GMDN Code Names and Description of Devices Classification l
and Size Code
of Devices gy
2K46-20 58728 ARCHITECT Anti-Tg Reagent Kit Self-declared
2K46-25 58728 ARCHITECT Anti-Tg Reagent Kit Self-declared ‘
2K46-01 55199 ARCHITECT Anti-Tg Calibrators Self-declared a
2K46-10 55200 ARCHITECT Anti-Tg Controls Self-declared
Autherized European Abbott GmbH
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage Site of Technical Fisher Diagnostics
Documentation a division of Fisher Scientific Company L.LC
(Name and Address) a part of Thermo Fisher Scientific Inc.
8365 Valley Pike, Middietown, VA 22645-1905

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 Virro Diagnestic 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: M Signature: /—Fi:,\{,:_::?_f“‘_

Fuli Name: Daniel Glynn

NESi oy
Full Name: Jacek Gorzowski

Position: Manager, Global PQA - Position:  Associate Director Regulatory Affairs
Date of Approval: T=]=2.072 | Date of Approval: / \l/, col/
Date Issued: / g /,A zoZ/ Place Issued: Abboft Lébgratoﬁes Diagnostics Bivision
«/ Abbott Park, IL 60064 U.S.A.

Lot Number):

Supersedes: Ly /Z' £/20/5 Effective (Date or / & j W4 ; O/
K




Abbott

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Declaration of Conformity
02K47LC IRIS V4

Abbott Laboratories
Diagnostics Division

Abbott Park, IL. 60064 USA

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

2K47-20 58729 ARCHITECT Anti-TPO Reagent Kit Self-declared
2K47-25 58729 ARCHITECT Anti-TPO Reagent Kit Self-declared
2K47-27 58729 ARCHITECT Anti-TPO Reagent Kit Self-declared
2K47-01 55210 ARCHITECT Anti-TPO Calibrators Sclf-declared
2K47-10 55211 ARCHITECT Anti-TPO Controls Self-declared
Authorized European Abbott GmbIl
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage Site of Technical Fisher Diagnostics
Documentation a division of Fisher Scientific Company LLC
(Name and Address) a part of Thermo Fisher Scientific Inc.

Harmonized Standards

8365V T 7 Middle VA 22645-1905
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: Signature: @’ﬂ
4
Full Name: Elizabeth Wemquist Full Name  Jacek Gorzowski
Position: Director QA, LC Site Position:  Associate Director Regulatory Affairs

Date of Approval. 2,? OCT Zﬁz \ Date of Approval: x4/ -, ﬁé; s ZOZ/

Date Issued: ¥ /le/(/l’?é!/ zols Place Issued: Abbott Laboratonies Diagnostics Division

Abbott Park, II. 60064 U.S.A.
Supersedes: / / </U/r4 O/ ; Effective (Date or g _/MVV(M&/ ZOZ ¢

Lot Number):




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):



Abbott EU Declaration of Conformity

Basic UDI-DI: 038074ARK0245MK

Basic UDI-DI Name: ARCHITECT CA 12511

Risk Class: Class C

List Number Product and Trade Name GMDN EMDN Code
and Size Code Code
2K45-24 ARCHITECT CA 125 II Reagent Kit 54588 W0102030106
2K45-29 ARCHITECT CA 125 II Reagent Kit 54588 W0102030106
2K45-39 ARCHITECT CA 125 II Reagent Kit 54588 W0102030106
2K45-02 ARCHITECT CA 125 1I Calibrators 38231 W0102152205
2K45-11 ARCHITECT CA 125 II Controls 38230 W0102152005
Manufacturer Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
(Name and Address)
Manufacturer SRN DE-MF-000009455
Authorized Representative N/A
(Name and Address)
Authorized Representative SRN N/A
Produced by (Site of manufacture) Fujirebio Diagnostics, Inc., 201 Great Valley Parkway, Malvern, PA 19355
(Name and Address) USA
Notified Body TUV SUD Product Service GmbH, Certification Body,
(Name and Identification Number) Ridlerstrafie 65, 80339 Munich, Germany

Notified Body Number 0123

Quality Management System EU Certificate No.
Conf N Annex IX Chapters I and III, No. V12 0100510137

onformity 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 I'V of the IVD Regulation and is issued under the

sole responsibility of the manufacturer.

Full Name: Claudia Becker Full Name:
Function: Director Quality Assurance Function:
/7 i
Signature: C 5 /g/{( }g Signature:
Date of Approval: /éj MQV‘ u? {),?C:l Date of Approval:

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

Susanne Ulrich

Assoc. Director Regulatory Affairs

Lo M

/4&/)7_1/&

Date Issued: A4S /\1 or 202y Place Issued:

Effective (Date
Supersedes: 26-Jan-2023 or Lot Number):

65205 Wiesbaden, Germany

NS Mo 0%




EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DJ Name

BG EC AEKJNTAPALIMA 3A ChOTBETCTBHE Basor UDI-DI Hawmenosanne sa dasos UDI-DI

Ccs EU PROHLASENI Q SHODE Zékladni UDI-DI Nizev zikladniho UDI-DI1

DA | EU-OVERENSSTEMMELSESERKLARING Grundlazggende UDI-DI Grundleggende UDI-Di-navn

DE | EU-KONFORMITATSERKLARUNG Basis-UDI-DI Bagis-UDI-DI Name

EL AHAQYH ZYMMOPOQEHY EE Baowo UDI-DI Ovopaocin facucob UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Basico

ET ELI VASTAVUSDEKLARATSIOON Pahi-UDI-DL P3hi-UDI-DI nimi

FR DECLARATION DE CONFORMITE UE IUD-ID de base Nom IUD-ID de base

HR. EU IZJAVA O SUKLADNOSTI Qsnovni UDI-DI Naziv osnovnog UDI-DE

HiJ EU-megfeleléségi nyilatkozat Alapvetd UDI-DI Alapvetd UDI-DI neve

IT DICHIARAZIONE DI CONFORMITA UE UDI-DI di base Nome UDI-DI di base

LV | ES ATBILSTIBAS DEKLARACIA Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACHA Bazinis UDI-D1 Bazinio UDI-DI pavadinimas

NO | EU-SAMSVARSERKLAERING Grunnleggende UDI-DI Grunnleggende UDI-Di-navn

PL DEKLARACJIA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAQ UE DE CONFORMIDADE UDI-D] basico Nome UDI-DI Bisico

RO | DECLARATIA DE CONFORMITATE UE UDI-DI de baza Nume UDI-DI de bazi

SK EU VYHLASENIE O ZHODE Zékladny UDI-DL Nézov zikladného UDI-DI

SV__ | EU-FORSAKRAN OM OVERENSSTAMMELSE Grundliggande UDI-DI Namn pjd grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDE-DI Temel UDI-DI [smi

EN Risk Class List Number and Size Code Product and Trade Nate

BG | Knac cnopen pucka Karancokes HOMEp H KO Ha pasMepa Hme Ha npoNyKTa 1 TEProscKo HAHMEHOBAHME

Ccs Rizikova trida Katalogové Cisle a koncové dvoudisli urdujici Nazev produktu a obchodni nazev
velikost soupravy

DA | Risikoklasse Bestillingsnummer og stenrelseskode Produkt- og varemerkenavn

DE Risikoklasse Bestellnummer und Gréfiencode Produkt- und Handelsname

EL Kutnyopia xivédvou Kadiwd [Mpoidvrog ko Kwdikic Tvokevasiog Hpoidv kot Epropiki) Ovouacic

ES Clase de riesgo Numero de referencia y cddigo de tamafio Producte v imarca ¢omercial

ET Riskiklass Katalooginumber ja suwusekood Toote- ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR | Klasa rizika Katalogki broj i oznaka pakiranja Naziv proizvoda i zadtiéeni naziv

HU | Kockizati osztdly Listaszam &s készletkiszerelés-kod Tenmnék- és kereskedeimi név

T Classe di rischio Numero di listino e codice formato Prodotto ¢ nome commerciale

LV | Riska¥lase Kataloga nwmers un ispakojuima kods Produkta un tirdzniecibas nosaukums

LT Rizikos klase Katalogo numeris ir dvd¥io kodas Gaminio ir prekybinis pavadinimas

NO | Risikoklasse Bestillingsnummer og storrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Namero de lista e cédigo de apresentagio Produto ¢ nome comercial

RO | Clasi de risc Numdr de listd si cod dimensiune Denumirez produsulyi i denumirea comerciald

SK | Rizikovi trieda Kataldgové Sislo Nézov produktu a obchodny ndzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR [ Risk Suufy Liste Numarast ve Urtin Kodu Uriin ve Ticari Ismi

Page 2 of 7




EN | GMDN Code EMDN Code Manufacturer (Name and Address) | Manufacturer SRN
BG | Koa GMDN Koa EMDN [NpouzsoamTen (MMe K anpec) EPH Ha npoussoamTenst
Cs | Kéd GMDN Ko6d EMDN Virobee {nizev a adresa) Jediné registratni &slo vyrobee
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kodwds GMDN Kwdikog EMDN Kataokevaotic {Ovopn kat SRN (Movadwos Apdpog Mntphon)
(Ovoparohoyia {Ovoporoloyio MAstBuvan) Koraoksvaoti
ATPOTELVOAOYIKAY WTPOTEVOLOYIKGY
APOIGVIWV) TpoTOVIEV)
ES | Cdédigo GMDN Cédigo EMDN Fabricante (nombre y direccion) SRN (niimero de registro 0inico) del fabricante
ET | GMDN-kood EMDN-kood TFootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom ef adresse} Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvedad (naziv i adresa) SRN (jedinstveni registzacijski broj) proizvodada
HU | GMDN-ké6d EMDN-kod Gyarto (név és cim) Gyano egvedi rogisziracits szdma (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numere di registrazione unico) del
fabbricante
LY | GMDN kods EMDN kods RaZotdjs (nosaukums un adrese} RaZotdja vienotais registracijas numurs {VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklatitros priemoniy nomenklatiiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse} Produsentens SRN
PL | Kod GMDN Kod Eurepejskiej Producent {(nazwa i adres) Niepowtarzality numer rejestracyjny producents
Nomenklatury Wyrobéw
Medycznych
PT | Cédigo GMDN Cédigo EMDN Fabricante (Nome e Morada) Numero dinico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adress) SRN produciitor
SK | Kéd GMDN Kad EMDN Vyrobea (Nazov a adresa) Jeding registratngé &islo (SRN) vyrobou
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN"si
EN | Aunthorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) {(Name and Address)
BG | YnpaHOMOMIEH NPeOCTABUTEN (MME Kt EPH Ba ynbAHOMOLISHUA TIPSACTABMTEN Ttpom3BeacHo OT (MACTO Ha NPOHIBOACTEO) (MME H ampec)
anpec)
CS | Zplnomocnény zéstupce (nazev a adresa) Jeding registrani &islo zplnomocnéného Vyrobeno (misto vyroby)
zastupce (nazev a adresa)
DA | Autoriseret repracsentant (navn og adresse) | Autoriseret repraesentants SRN Produceret af {fremstiltingssted)
(navn og adresse)
DE | Bevollmiichtigter {(Name und Adresse) SRN des Bevollmiichtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL | EEovowdompévog Avimpécnrog (Ovopa | SRN EEovawodomuévon Avimposinon Karaokevaletm and (Epyostaoio napayayic)
Kot Aigvbovon) (Cvouaoic ko Msidoven)
ES | Representante autorizado (nombre y SRN {ntmero de registro dnico) det Producido por (Lugar de fabricacién) (Nombre y direccidn}
direccidn) representante auterizado
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootnud {tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR | Mandataire {nom et adresse} Numéro d'enregistrement unique du Produit par (site de fabrication)
mandataire (nom et adresse}
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvedi (Mjesto proizvodnje)
ovladtenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képvisels egyedi Gyarid (gyartas helye)
regisztracids szdma (SRN) (név €s cim)
IT Mandatario (nome e indirizzo} SRN {numero di registrazione unico} del Prodoito da (sito di fabbricazione)
mandatario (nome ¢ indirizzo)
LV | Pilnvarotais parstavis (nosaukums un Pilnvarotd parstivia vienotais registracijas | Ra¥ots (raZo¥anas vieta)
adrese) numurs (VRN}) (nosavkems un adrese)
LT | Jgaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas ir adresas}
adresas) numeris
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL | Upowarniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (migjsce produkcii)
adres) upowaznionego przedstawicicla (nazwa i adres)
PT Muandatario (Nome e Morada) Niémero Gnico de registo do mandatério Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat {nume si adresi) SRIN reprezentant autovizat Produs de citre (locatie productie) (nume si adresii)
SK. | Autorizovany zastupca (nizov a adresa) Jediné registragné &islo (SRN) Vyrobené (miesto viroby)
autorizovaného zastupcu (nazov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRMN Tillverkas av (tillverkningsort} (namn och adress)
adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsitci SRN’si Uretici (Uretim Tesisi)

(isim ve Adres)

Page 3 of 7




EN

Netified Body (Name and Identification Number)

Conformity Assessment Procedure

BG _ | Homndmumpas opran (uMe v nacHtudikaimonen HOMEP) [Tpongiypa 3a OLEHKA HA ChOTBETCTBHETO
CS Ozndmeny subjekt (nazev a identifikatni tislo) Postup posurovéni shody
DA | Bemyndiget organ (navn og identifikationsnumimer) Overensstemimelsesvurderingsprocedure
DE | Benannte Stelle {Name und Identifikationsrummer) Konformititsbewertungsverfahren
EL | Kowormompévos Opyeviopdg (Ovopa ko ApiBdg Aadikasio aordyiorng cupudpemonc
TUUTOTGINONG)
£S Organismo Notificado (nombre y nimero de identificacién Procedimiento de evaluacion de la conformidad
ET Teavitatud asutus (mmi ja identifitseerimisnumber) Vastavushindamismenethus
FR Organisme notifié {nom et numéro d'identification) Procédure d’évaluation de la conformité
HR | Prjavljeno tijele (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti
HU | Bejelentett szervezet (név és azonosito szam) Megfeleléségértékelési eljaris
IT Organismo notificato (nome e numero di identificazione)} Procedura di valutazione della conformita
LY | Pilnvarotd iestade (nosaukums un identifikdicijas numurs) Atbilstibas novertEanas procedira
LT Notifikuoteji istaiga (pavadinimas ir identifikacinis numeris} Afitikties vertinimo procedira
NO | Meldtorgan (navn og identifikagjonsnummer) Framgangsmite for samsvarsvurdering
PL Jednostka rotyfikowana (nazwa i numer identyfikacyiny) Procedura oceny zgodnogei
PT Organismo Notificado (Nome ¢ Niimero de Identificagio) Procedimento de avaliagiio da conformidade
RO ! Organism notificat (nume si numar de identificare) Proceduri de evaluare a conformititii
SK._ i Notifikovany organ (Nazov a identifikadné &islo) Postup posudzovania zhody
SV Anmilt organ (pamn och identifikationsnummer) Forfarande for bedémning av Sverensstimmelse
TR Onaylanmms Kurulus {Isim ve Tanun Numarasi} Uygunluk Degerlendirme Prosediirii
EN | Quality Management System Annex 1X Chapters I and J118
Including an assessment of the technical documentation for devices concerned on the basis of representative samples
BG | Crnorema 3a ynipasnenne ua kauectsoTo puokee [X, rnasn 1 7 1L
BRIOMHTEAHO QUCHKA HA TEXHUHCCKATA HOKYMECHTAUNA Ha CLOTBETHUTS W3ACHHS B3 OCHORA HA MPSACTABHTEHK TPOGH
CS | Systém Fizeni kvality PHloha IX Kapitoly I a IiI,
vletnZ posouzeni technické dokumentace dotéenych prostredki na zakladt reprezentativnich vzorki
DA | Kvalitetsstyringssystem Bilag IX kapitel [ og I1,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pd bagemund af repraesentative prover
DE | Qualititsmanagemnentsystem Anhang IX Kapitel | und TIL,
einschlieBlich ciner Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage reprisentativer Stichproben
EL | Edompa Awysipiong ITodmrag Moupdpraue IX Kepdhow I xo 111,
coumepapfiiverat oE10kOYNOR 10D TEXVIKOY QEKEMOD Yia AOOIOVTE Tov sferalovron ue fdon avrimposmnsvtikg Seiypaze
ES Sistema de Gestidn de Calidad Anexo IX, capitulos 1 y 111,
se incluye una evaluacion de la documentacidn técnica para los productos afectados sobre la base de muestras representativas
ET | Kvaliteedijuhtimissiisteem IX lisa I ja IIf peatitkk
Sealhulgas asjaomaste seadmete tehnilise dokumentatsivoni hindamist esindavate valimite pdhjal
FR | Systéme de gestion de la qualité Annexe IX Chapitres 1 et III,
Inclut une évaluation de la documentation technique pour les dispositifs concemnés, sur la base d’échantillons représentatifs
HR | Sustav upravljanja kvalitetom Prilog IX., Poglavlja I i IiL.,
ukljudujuéi ogjenjivanje tehnitke dokumentacije za predmetne proizvede na temelju reprezentativnih uzoraka
HU | Mindségiranyitasi rendszer IX. melléklet, 1. és IIl. fejezet, ideértve az érintett eszkozok miszaki dokuinenticitjinak reprezentativ mintak alapjan vald
értékeldsét
IT Sistema di gestione delia qualita Allegato IX Capitoli I ¢ I1I,
compresa uta valutazione defla documentazione teenica per i dispositivi interessati sulla base di campioni rappresentativi
LV | Kvalitates vadibas sistema IX pielikuma I un 11l nodala,
tostarp attiecigo feritu tehniskas dokumentaicijas novangjums, pamatojoties uz reprezentativiem paraugiem
LT | Kokybés valdymo sistema IX priedo { ir IH skyriai,
skaitant atitinkamy priemoniy techninés dokumentacijos vertinima remiantis tipiniais pavyzdiais
NO | Kvalitetsstyringssystem Vedlegg X kapitte! 1 og 111,
inkludert en vurdering av den tekniske dokumentasjonen for aktuelt utstyr pd grunnlag av representative praver
PL | System Zarzadzania Jako$cig Zalgeznik IX, Rozdzialy [ oraz 111,
w tyin ocena dokumentacii techaiczne] danych wyrobéw na podstawie reprezentatywnych prébek
PT Sistema de gestiio da qualidade Anexo IX Capitulos L e 111,
Incluindo uma avaliagio da documentagdio téonica para os dispositives em questdo com basg em amostras representativas
RO | Sistemul de management af caliti{ii Anexa IX, Capitolele [ si Il inclusiv o evaluare a documentatiei tehnice pentre dispozitivele in cauza pe buza unor
probe reprezentative.
SK | Systém riadenia kvality Priloha IX Kapitoly I a HI, vrdtane postdenia technickej dokumentacie prislusnyck pomdcok na zéklade reprezentativnych
vzoriek
SV | Kvalitetsledningssystem Bilaga IX Kapitel | och III,
Inkiusive en beddmning av den tekniska dokumentationen for berdrda produkter som gmndar sig pa representativa urval
TR Kalite Yonetim Sistemi Ek IX Béliim I ve II1

Temsili pumuneler bazinda ilgili cihazlar igin teknik dokiimantasyonun degerlendirilmesi dahil
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EN EU Certificate No. Common Specifications (CS) Full Name

BG BC Ceprudukar Ne Qb cneungukanys (0OC) TTLAHG HAaNMEHOBALHE

Ccs Cislo certifikatu EU Spoletné specifikace Cely nazev

DA | EU-certifikatnummer Flles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (G8) Vollstindiger Name

EL Api1Buos moromomriked EE Kowéc apoduxypagéc (KIT) IThsypne ovongaic

ES Numero certificado UE Especificaciones comunes Nombre completo

ET EL-i sertifikaadi nr Uhtsed kirfeldused Téisnimi

FR N° certificat UE Spécifications communes Nom complet

HR | EU potvrda br. Zajednitke specifikacije (,,C89) Puni naziv

HU | EU-tanisitvany szdma Egységes elirdsol Teljes név

13 N° de] certificato UE Specifiche comuni (§C) Nome completo

LV ES sertifikaita Nr, Koapigas specifikaciias Pilns nosaukums

LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavardé

NG ; EU-sertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikatu UE Wspolne specyfikacje imie 1 nazwisko

PT Certificado UE N° Especificacies comuns Nome completo

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

SK Certifikat EU &, Spolo&né Specifikicie Cely ndzov

SV Nummer pd EU-intyg Gemensamma specifikationer Fullstidndigt namn

TR AB Sertifika Numaras Genel Spesifikasyonlar (GS} Adh Sovady

EN | Funaction Signed for, and on behalf of Date Issued

BG JirekeocT [loamcaHo 3a W OT BMETO Ha Jlara ua nanasane

Cs Funkee FPodepséno za a jménem Datum vydani

DA | Funktion Underskrevet for og pd vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Aufirag von Datum

EL Agtovpyio Ymoypaoeton Yie Kt §K UEPOVC TOV/THG Huspounvia éxdoong

ES Funcién Firmada por, ¥ en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle pooit ja nimel) Viljaandmise kuupiev

FR Fonction Signé par et au nom de Date d'établissement

HR | Funkcija Potpisano za [ u ime Datwm izdavanja

HU | Beosztas Aldir6 a kovetkezd képviseletében és Kiadas datuma
nevében

IT Funziong Finmato a nome e per conto di Data di rilascio

LV Armats Parakstits $adas personas vardi {zdodanas datums

LT Pareigos Subjekto, kurio vardu pasiraioma, i8davimo data
pavadinimas

NO | Funksjon Signert for, og pd vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Furncio Assinado ¢ em nome de Data de emissido

RO ¢ Functia Semmnat pentru si in numele Data eliberrii

SK Funkcia Podpisang za a v mene Datom vydania

SV Funktion Undertecknat f6r och pd uppdrag av Datum for utfirdande

TR Gorevi Namma ve femsilen imza Driizenlenme Tarihi

EN | Supersedes Signature Date of Approval

BG Jamecrea Toanuc Jlara na opofpenue

CS Nahrazyje Podpis Datum schvalent

DA | Erstatter Underskrift Godkendelsesdato

DE ! Ersetzt Unterschrift Datum der Genehmigung

EL Avuxahori Yroypuot} Hpspounvia éyxprame

ES Sustituye Finma Fecha de aprobacion

ET Asendab Alikiri Heakskiitmise kuupiev

FR Annule et remplace Signature Date de I"autorisation

HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a ktvetkezd dokumentumot: | Aldirds Jovahagyas datuma

IT Sostituisce Firma Data di approvazione

LV | Aizsti Paraksts Apstiprind§anas datums

LT Pakeidia ParaSas Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia

PT Substitui Assinatura Data de aprovagio

RO | Inlocuitor Semmniturd Data aprobirii

SK Nabradza Podpis Détum schvilenia

sV Frsétter Namnteckning Datuin fir godkdnnande

TR | Yerini aldi# belge imza Onay Tarihi
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EN | Place Issued Effective (Date or Lot Number)

BG MsI¢TO Ha H3asane B cuna 07/3a (1aTa WK HOMSP Ba napTuaa)

CS Misto vydani Liginné od (datum nebo &islo SarZe)

DA | Udstedelsessted Ikrafttreedelse {dato ¢ller lotnummer)

DE Ort Giiltig ab (Datwin oder Chargenbezeichnung)

EL Ténog £kboong Ze woyo and (Huepounvia  ap. xopridug)

ES Expedida en Efectiva {fecha o mimere de lnte)

ET Viljaandmise koht Joustumine (kuupdev véi partiinumber)

FR Lieu d’établissement Entrée en vigueur {date ou numéro de lot)

HR | Miesio izdavanja Stupa na snagu {datum ili broj serije)

HU | Kiadas helye Hatilybalepds (datum vagy téielszim)

IT Luogo di rilascio Valido da (data 0 numero di lotto)

LV Izdosanas vieta Speka no (datums vai partijas numurs)

LT Hdavimo vieta Isigatiofa (data arba partijos numeris)

NO | Utstedelsessted Gijelder fra {dato eller lotnummer)

PL Miejsce wydania Obowigzuje od {data lub numer partii)

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

RO Locul efiberiirii Valabilitate (data sau numdrul Jotglui)

SK Miesto vydania Utinnost od (détum alebo &islo arke)

SV Plats for utfirdande Verkstilligt (datum eller lotaummer)

TR Déizenlendidi Yer Yararlik (Tarih veya Lot Numarasi)

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

BG | A3, N0TYNOANMMCRHUAT, € HACTOMHOTO ACKIAPHPAM, Ye FOPEONHCAHOTO(TE) MEAMUAHCKO(1} M3ACIUC(A) 32 HHBHTPO JIMArHOCTHKA OTFORApR(T) Ha
TNPWIOKUMUTE pasaopendu na Pernament (EC) 2017/746 na Erponeiickys mapraMent 0 Ha ChReTa 0T 5 anpun 2017 I'. OTHOCHE Me HUBHCKHTE
H3AERUA 32 HHBUTPO AHATHOCTHKA. Tasu neknapatus ¢ Hanpasesa B chotBercTRre ¢ [lpunomete IV a Pernasenta 3a 1VD u 32 uefiMoto napasane
OTrOBOPHOCT HOCH e/IMHCTBEHO NPOHBOAUTENAT.

CS | Ja, niZe podepsany(-4) timto prohladuji, %e diagnosticky{-6) zdravotnicky(-€) prostiedek (prostiedky) uvedeny(-€) vyie je {jsou) ve shods s plislusnymi
ustanovenimi Natizeni Evropského parfamentu a Rady (EU) 2017/746 ze dne 5, dubna 2017 o diagnostickych zdravotnickych prostfedeich in vitro. Toto
prohlageni je v souladu s P¥flohou 1V Nafizeni IVD a je vydéno na vyhradni odpovdnost vyrobee.

DA | Jeg, undertepnede, erklwrer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er | overensstemmelse med do gxldende
besternmelser i Buropa-Parlamentets og Ridets forordning (EU) 2017/746 af 5, april 2017 om i vitro-dizgnostisk medicinsk udstyr. Denne erklering
afpives i overensstemmelse med [VD-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE | Ich, der Unterzeichner, erklire hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschricbenen In-vitro-Diagnostika die
entsprechenden Bestimmungen der Verordnung (EU) 2017/746 des Europiischen Parlaments und des Rates vom 5. April 2017 Gber In-vitro-
Diagnostika erfiillen. Diese Erklirung erfolgt gemif Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers
ausgestellt.

EL | Eyd, o vroypdpuv nhdvar Lis T0 POV 971 T0 TPOUVEPEPOLEVE SIyVEIGTI [UTPATEXVOAIYLRG ZPOTOVIX OUPHOPQBYOVTON HE TIG LoX00VGES DTHESIG
1ov Kavoviauod (EE) 2017/746 tov Evpumaicod Kowooviov kot tov Zvpfovkiov g 5 Anpiiicn 2017 CYETIRG PE TO N VILrO S0y VOoTKé,
zpoteyvodoycd mpotovio, H §fimon et yiveto sopgmve pe o Hapaprmpe IV tov Kavoviopot IVD e exdidetol pe anorhaoi) guBivn ov
KOTUOKEVOGTH

ES | Yo, el abajo firmante, por la presente declaro que el(los) preducto(s) sanitario(s) para diagndstico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para
diagndstico in vitre. Esta declaracion se realiza en conformidad con et Anexc IV del Reglamento IVD y €5 emnitida bajo la responsabilidad tnica del
fabricante.

ET | Mina, allakirjutane, kinnitan, et ecspool kitjeldatud in vitro diagnostikamexditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017.
aasta midruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele. See deklaratsioon on koostatud vastavalt IVD
médruse IV lisale ning selle viljastamise eest vastutab ainult tootja.

FR | Jesoussigné(e), déclare par la présente que le(s) dispositifis) médical(aux) de diagnostic in vitre indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Réglement (UE)} 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de
diagnostic in vifro. Cette déclaration est établic conformément & I’Annexe IV du Réglement DIV sous la seule responsabilité du fabricant.

HR | Ja, niZe potpisan/a, ovim putem izjavijujem da su gore navedeni in viero dijagnosticki medicinski proizvod(i) sukladmi primjenjivim odredbama Uredbe
(EU} 2017/746 Europskog parlamenta i Vijeda od 5. travnja 2017. o i vitre dijagnostidkim medicinskim proizvodima.

Ova je izjava sastavliena u skladu s Prilogem IV, Uredbe IVD i izdaje se pod iskljutivom odgovomoicu proizvodada.

HU | Alulirott ezennel kijelentem, hogy a fent feirt in vitro orvostechnikai eszkéz(6k) megfelel{nek) az Burdpai Paddament és a Tandcs in vitro diagnosztikai
orvostechnikai eszktzokrdl 52616 (EU) 2017/746 (2017. dprilis 5.) rendelete (IVD rendelet) vonatkozo rendelkezéseinek. A jelen nyilatkozat megfelel az
IVD rendelet IV. mellékletében foglalt elGirasoknak, és a gyvarté kizardlagos felelésséee alapjan kerilt kiadasra.

IT | lo, sottoscritto, con la presente dichiaro che il dispositivo(i) medico-diagnostico in vitre sopra deseritto & conforme alle disposizioni applicabili del
regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio def 5 aprile 2017 reiativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatfa in conformita all'allegato IV del regolamento IVD ed ¢ rilasciata sotto la responsabilita esclusiva del fabbricante.

LV | Es, apak3a parakstijies, ar 3o pazinoju, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017, gada 5. aptilis) piem@rojamajiim prastbam par in vitro diagnostikas mediciniskam fericém. 57 deklaracija ir sagatavota
saskand ar IVD regulas IV pielikumu un ir izdota vienigi uz raZotdja atbildibu.

LT | A3, toliau pasiraSes (~iusi), pareidkiu, kad anksCiau minéta (-0s) in vitro diagnostikos medicinos priemont {-¢s) atitinka 2017 m. balandzio 5 d. Europos
Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagrostikos medicinos priemoniy tafkomas nuostatas. 3i deklaracija yra parengta
vadovayjantis IVD reglamento IV priedu ir ifduota tik gamintojo atsakomybe.

NO | Undertegnede erkizerer herved at utstyret til ir vitro-diagnostikk som er anfioit ovenfor, er i samsvar med gjeldende bestermmelser i Furopaparlaments-
og ridsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erklzringen er utarbeidet i overensstemmelse med
vedlegp IV i IVD-forordningen og er utstedt under produsentens eneansvar.

PL | Ja, niZej podpisany(-a), ninigjszym ofwiadczam, ze wymieniony(-g) powyzej wyréb(wyroby) medyczny(-¢) do diagnostyki in vitro spelnia(-ja)
odpowiednie wymagania Rozporzgdzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobéw medycznych
do diagnostyki in vitro. Niniejsza deklaracja zostata sporzadzona zgodnic z Zatgeznikiem I'V Rozporzadzenia IVDR i wydana na wylgczng
odpowiedzialnoéé producenta.

PT | Eu, abaixe assinado, declaro que 0s dispositivos médicos para diagndstico in vitro descritos acima estdo em conformidade com as disposiges aplicaveis

do Regulamento (UE} 2017/746 do Parlamentc Europeu e do Conselhe, de 5 de abril de 2017, relativo aos dispositivos médicos para diagndstico in
vitro. Esta declaragiio ¢ feita em conformidade com o anexo IV do Regulamento FVD e ¢ emitida sob a exclusiva responsabilidade do fabricante.

Page S of 7




RO

Subsemaatul, declar ca dispozitival (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiite aplicabile din
Regulamenatul {UE} 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticut in vitro,
Prezenta declaratie este emisdi in conformitate cu anexa I'V la Regulamentul IVD si este emisd sub responsabilitatea exclusivi a produciitorului.

SK | Ja, dolupodpisany(-4), tymto vyhlasujem. #e diagnosticka(-€) zdravotnicka(-¢) pomdcka{-y} uvedena(-&) vyssie je (st) v zhode s pristudnymi
ustanoveniami Nariadenia Burépskeho parlamentu a Rady (EU) 2617/746 z 5. aprila 2017 o diagnostickych zdravotnickych poméekach in vitro, Toto
vyhlasenie je v silade s Prilohou TV k Nariadeniu FVD a vydava sa na vyhradni zodpovednost vyrobew

SV | Jag, undertecknad, forsdkrar hiirmed att den eller de medicintekniska produkter f6r in vitro-diagnostik som beskrivs ovan dverensstimmer med de
tillimpliga bestdmmelserna [ Europaparlamentets och radets fBrordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-
diagnostik, Denna forsikran gdrs i enlighet med bilaga IV tiil IVD-forordningen och utfiirdas under tillverkarens enskilda ansvar.

TR | Ben, agaguda imzast bulunan, yukanda belirtilen in vitro diagrostik medikal cihazlann, 2017/746 sayih Avrupa Paslamentosu (AB) Direktifi ile 5 Nisan

2017 tarihli In Vitro Diagnostik Medikal Cihazlar Konseyinin ilgili hidkiimlerine uygun oldugunu beyan ederim. Bu beyan IVD Direktifi Ek IV uyarmea
yapimstir ve {ireticinin miinhasir sorumiulugu altindadir.

End of document
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() Abbott

Declaration of Conformity

Certificate Identification: DoC-2K91-SD DLK TPM

Legal Manufacturer’s Name: Abbott GmbH

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

List Numbers and GMDN i . . ;
S Eodoof Deviess Colle Names and Description of Devices Classification
2K91-24 60976 ARCHITECT CA 19-9xx Reagent Kit Self-declared
2K91-32 60976 ARCHITECT CA 19-9x: Reagent Kit Self-declared
2K91-39 60976 ARCHITECT CA 19-9 yx Reagent Kit Self-declared
2K91-03 38225 ARCHITECT CA 19-9 xx Calibrators Self-declared
2K91-12 38224 ARCHITECT CA 19-9 yx Controls Self-declared
Authorized European N/A

Representative (name and address)

Storage site of technical Fujirebio Diagnostics, Inc., 201 Great Valley Parkway, Malvern, Pennsylvania
documentation (name and address) | 19355, 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 I11 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

. /
i m
Signature: ( : va'/c’f)‘ Signature: ﬂ_-v vl L - L S

Y

Full Name: Claudia Becker Full Name: "Susanne Ulrich
Position: Director Quality Assurance Position: Assoc. Director Regulatory Affairs
C . i - o
Date of Approval: -29 ’D(]L \99“2’ Date of Approval: 1f Dec / Lol
. S e T = DPD

Date Issued: —-5 Vil sts ' O]
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 19-June-2019

Effective (Date or ]
Lot Number): 2A~ Der- 20.24




-] Abbott

Declaration of Conformity

Certificate Identification: DoC-7K68- AIDD Sligo
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Finisklin Business Park, Sligo, Ireland
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code

of Devices
TK68-22 54615 ARCHITECT CEA Reagent Kit Self-declared
TK68-27 54615 ARCHITECT CEA Reagent Kit Self-declared
7K68-32 54615 ARCHITECT CEA Reagent Kit Self-declared
TK68-35 54615 ARCHITECT CEA Reagent Kit Self-declared
7K68-02 38174 ARCHITECT CEA Calibrators Self-declared
7K68-12 38173 ARCHITECT CEA Controls Self-declared
Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland.
documentation (name and address) Department: Regulatory Affairs.
Harmonized Standards Listed in the Technical Documentation

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

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

Signature: /g‘& v\"“*'\ Signature: %”: v gt Iy e
- |

Rl o Joe Murray Bl Nanine Lorraine Whitney
Position: Quality Manager Position: Senior Manager Regulatory Affairs
Date of Approval: 5 e - Date of Approval: 05 Je,w 17

Date Issued: 05 Joa (&

Place Issued: AIDD Sligo

Supersedes: 25 Sep 2014

Effective (Date or - B
Lot Number): 09 o1 | 4




cJ

Abbott IVDD Declaration of Conformity Attribute Update Letter

Number: 1
List Number and Size Code Name and Descriptions of Devices GMDN Code

TK72-20 ARCHITECT Estradiol Reagent Kit 60979
7K72-25

TK72-35

7K72-01 ARCHITECT Estradiol Calibrators 38249
7K72-10 ARCHITECT Estradiol Controls 38248
7K72-50 ARCHITECT Estradiol Manual Diluent 58237

Legal Manufacturer
(Name and Address)

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

Authorized European
Representative
(Name and Address)

N/A

Storage Site of Technical
Documentation
(Name and Address)

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

This letter must be used in conjunction with the Declaration of Conformity issued in accordance with In Vitro Diagnostic Directive

98/79/EC.

IVD Directive 98/79/EC
Declaration of Conformity
Identification

ARCH Estradiol EU DOC-effective date 06 Jun 2019

Description of updated
attributes from IVD Directive
98/79/EC Declaration of
Conformity

Update to GMDN Code.
GMDN Code 58208 was made obsolete by GMDN. This has been replaced with new GMDN Code
58237 for 7K72-50 ARCHITECT Estradiol Manual Diluent.

This letter documents that the device listed above continues to comply with the In Vitro Diagnostic Directive 98/79/EC and meets the
applicable transitional provisions of Regulation (EU) 2022/112 of the European Parliament and the Council of 25 January 2022 and is
considered a non-significant change per MDCG 2022-6 (Guidance on significant changes regarding the transitional provision under

Article 110(3) of the IVDR).

Full Name: David Spellman

Full Name: Rosemary McEntire

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

Signature: /%Z{"ﬁ Signature: - u (C E\_{T/L e

Date of

n Date of A
/ 7 7! Vo~ = -
Approval: Z / .’{Jr@ J CoC 3‘ Approval: Q | NOV 51 Lg_b
. 7 Lisnamuck, Longford, Co. Longford,
Date Issued: 2 /(jr}z/' Zoe.d Place Issued: Ireland.
Effective (Date G Vo g Pyt
or Lot Number): & L"L’ -~ ,3




a ABBOTT

Declaration of Conformity

Certificate Identification: 07K72
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
7K72-20 66979 ARCHITECT Estradiol Reagent Kit | Self-declared
TK72-25
TK72-35
7K72-01 38249 ARCHITECT Estradiol Calibrators Self-declared
TK72-10 38248 ARCHITECT Estradiol Controls Self-declared
TK72-50 58208 ARCHITECT Estradiol Manual Diluent Self-declared
Authorized European N/A
Representative (name and address) ,
Storage site of technical Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
documentation (name and address) | | ongford, Ireland.
Harmonized Standards Listed in the Technical Documentation

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

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

Signature: fitdﬂ?m Q\ﬂg W Signature: /{0 Wiy Gl theq

Exil Rmes Siobhan Wright e Lorraine Whitney
Position: Director Quality Assurance/ Position: Senior Manager Regulatory Affairs
Site Quality Head
Date of Oo- Jun - 19 Date of b Sn 2009
Approval: Approval:
Date b - Junv -19 Place Issued Abbott Ireland Diagnostics Division,
Issued: Lisnamuck, Longford, Co. Longford, Ireland.
Effective (Lot
Supersedes 29 April 2019 number or date) el - Jun -1 ?




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
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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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EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC JJEKJIAPALINA 3A CbOTBETCTBUE bazos UDI-DI HaumenoBanue na 6a3o8 UDI-DI

CS | EUPROHLASEN] O SHODE Zakladni UDI-DI Nazev zékladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLZERING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH XYMMOPOQEHY EE Boaowo UDI-DI Ovopasio facikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Basico Nombre UDI-DI Bésico

ET ELi vastavusdeklaratsioon Pohi-UDI-DI Pohi-UDI-DI nimi

FR Déclaration de conformité UE TUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklaring Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Basico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zékladny UDI-DI Nézov zdkladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pé grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI fsmi

EN Risk Class List Number and Size Code Product and Trade Name

BG Knac criopen pucka Karanoxen HoMep H KOJ Ha pa3Mepa VmMe Ha IPOIYKTA U THPTOBCKO HANMEHOBAHHE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und Gréfencode Produkt- und Handelsname

EL Katnyopia kwvdvvou Kodwog [Tpoiovrog kat Kwdikdg Xvokevaoiog IIpoidv kon Epmopikr) Ovopoocio

ES Clase de riesgo Numero de referencia y codigo de tamaiio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zasti¢eni naziv

HU Kockézati osztaly Listaszam ¢és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izm&ra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e cddigo de apresentacido Produto e nome comercial

RO Clasa de risc Numar de lista si cod dimensiune Denumirea produsului si denumirea comerciala

SK Rizikova trieda Kataldgové ¢islo Nazov produktu a obchodny nazov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Smnifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi
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EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kog GMDN Kox EMDN IIpousBoauten (MMe u ajgpec) EPH na npousBoaunTens
CS | Kod GMDN Kod EMDN Vyrobcee (nazev a adresa) Jediné registracni ¢islo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdwkés GMDN Kodiwkés EMDN Kataokevaotig (Ovopa kot Atevbvven) SRN (Movadikog ApiBpds Mntpmov)
(Ovopatoroyio (Ovopatoroyia Kartaokevaom
L0TPOTEYVOLOYIKDV LITPOTEYVOLOYIKOV
TPOIOVI®V) TPOIOVIWV)
ES | Cédigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro tinico) del
fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca
HU | GMDN-kod EMDN-kod Gyarto (név és cim) Gyarto egyedi regisztracios szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del
fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotdja vienotais registracijas numurs
(VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklattiros priemoniy nomenklatiiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobow producenta
Medycznych
PT | Cédigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresd) SRN producitor
SK | Kod GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registracné &islo (SRN) vyrobcu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (isim ve Adres) Uretici SRN’si
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EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) (Name and Address)
BG | VmbaHomouieH npeacTaButen (uMe u EPH Ha ynbJIHOMOILEHHS TIPEICTaBUTEN IIpousseneHo ot (MsACTO Ha
azpec) IIPOU3BOJICTBO) (M€ U ajpec)
CS Zplnomocnény zastupce (nazev a adresa) Jediné registracni ¢islo zplnomocnéného Vyrobeno (misto vyroby)
zastupce (nazev a adresa)
DA | Autoriseret repraesentant (navn og adresse) | Autoriseret repraesentants SRN Produceret af (fremstillingssted)
(navn og adresse)
DE | Bevollmichtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovcrodotnpévog Avtimpocwnog (Ovopa | SRN EEovciodompévov AvVIimposdmov Kataokevaleton amd (Epyootdoio
kot AtehBvvon) TOPAYOYNG)
(Ovopacia kot Atevbvvon)
ES Representante autorizado (nombre y SRN (niimero de registro tnico) del Producido por (Lugar de fabricacion)
direccion) representante autorizado (Nombre y direccion)
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication)
mandataire (nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képvisel6 (név és cim) Meghatalmazott képviseld egyedi Gyarto (gyartas helye)
regisztracios szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un Pilnvarota parstavja vienotais registracijas Razots (razoSanas vieta)
adrese) numurs (VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas
adresas) numeris ir adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce
adres) upowaznionego przedstawiciela produkcji)
(nazwa i adres)
PT Mandatario (Nome ¢ Morada) Numero unico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de catre (locatie productie) (nume
si adresd)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby)
autorizovaného zéstupcu (ndzov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och
adress) adress)
TR | Yetkili Temsilci (isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(fsim ve Adres)
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EN | Notified Body (Name and Identification Conformity Assessment Procedure
Number)

BG | Horudwummpan opran (1Me u HaeHTHOHUKAMOHEH Iponenypa 3a OlleHKa HAa CHOTBETCTBHETO
HOMeEp)

CS Oznameny subjekt (ndzev a identifikaéni ¢islo) Postup posuzovani shody

DA | Bemyndiget organ (navn og Overensstemmelsesvurderingsprocedure
identifikationsnummer)

DE Benannte Stelle (Name und Identifikationsnummer) | Konformititsbewertungsverfahren

EL Kowonompévog Opyavicopog (Ovopo kot Aptopog Awdikaocio a&loldynong cuppdpe®ong
TOVTOTOINGNG)

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

ET Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetlus

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

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

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

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

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

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

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

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

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

RO Organism notificat (nume si numar de identificare) Proceduri de evaluare a conformitétii

SK Notifikovany organ (Ndzov a identifikaéné &islo) Postup posudzovania zhody

SV | Anmilt organ (namn och identifikationsnummer) Forfarande for bedomning av §verensstimmelse

TR Onaylanmis Kurulus (isim ve Tanim Numarasi) Uygunluk Degerlendirme Prosediiril
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EN

Quality Management System Annex IX Chapters I and III,
Including an assessment of the technical documentation for devices concerned on the basis of
representative samples

BG

Cucrema 3a ynpasienue Ha kauectBoto IIpunoskenue 1X, rnasu I u 111,
BKJIFOUMTEITHO OIIEHKA Ha TEXHUYECKaTa JOKYMEHTAIUA Ha ChOTBETHUTE M3/I€IUs Bb3 OCHOBA Ha
HpeICTABUTEIHN IPo6H

CS

Systém fizeni kvality Pfiloha IX Kapitoly I a III,
véetné posouzeni technické dokumentace dotéenych prostiedkti na zakladé reprezentativnich vzorka

DA

Kvalitetsstyringssystem Bilag IX kapitel I og III,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pa baggrund af repraesentative prever

DE

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

EL

Zoompa Aoyeiptong [Mowmrag Hoapapmpoe IX Kepdraro I o 111,
coumeptAapPavetat a&loldynen Tov TEXVIKOD AKEAOL Yo TPOidvTa Tov £EeTalovTal e BACT aVIITPOCMTEVTIKA
deiypata

ES

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

ET

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

FR

Systéme de gestion de la qualité Annexe IX Chapitres I et 111,
Inclut une évaluation de la documentation technique pour les dispositifs concernés, sur la base d’échantillons
représentatifs

HR

Sustav upravljanja kvalitetom Prilog IX., Poglavlja L. i III.,
ukljucujudi ocjenjivanje tehni¢ke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka

HU

Mindségiranyitasi rendszer IX. melléklet, 1. és II1. fejezet, ideértve az érintett eszk6zok miiszaki
dokumentacidjanak reprezentativ mintak alapjan valé értékelését

IT

Sistema di gestione della qualita Allegato IX Capitoli I e III,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni
rappresentativi

LV

Kvalitates vadibas sistéma IX pielikuma I un III nodala,
tostarp attiecigo ieri¢u tehniskds dokumentacijas novertéjums, pamatojoties uz reprezentativiem paraugiem

LT

Kokybés valdymo sistema IX priedo I ir III skyriai,
iskaitant atitinkamy priemoniy techninés dokumentacijos vertinima remiantis tipiniais pavyzdziais

NO

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

PL

System Zarzadzania Jakoscia Zatacznik IX, Rozdziaty I oraz III,
w tym ocena dokumentacji technicznej danych wyrobow na podstawie reprezentatywnych probek

PT

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

RO

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

SK

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

SV

Kvalitetsledningssystem Bilaga IX Kapitel I och III,
Inklusive en bedomning av den tekniska dokumentationen for berérda produkter som grundar sig pa
representativa urval

TR

Kalite Yonetim Sistemi Ek IX Boliim I ve III
Temsili numuneler bazinda ilgili cihazlar i¢in teknik dokiimantasyonun degerlendirilmesi dahil
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EN EU Certificate No. Common Specifications (CS) Full Name

BG EC Cepruduxat Ne O6uw cnermdpukanun (OC) [TbIHO HAUMEHOBAHHE
CS Cislo certifikatu EU Spolecné specifikace Cely nazev

DA EU-certifikatnummer Feelles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (GS) Vollstindiger Name
EL ApBuédg motonomtikod EE Kowég mpodurypagég (KIT) TIMipng ovopacio
ES Numero certificado UE Especificaciones comunes Nombre completo
ET EL-i sertifikaadi nr Uhtsed kirjeldused Téisnimi

FR N° certificat UE Spécifications communes Nom complet

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

HU EU-tanusitvany szdma Egységes el6irdsok Teljes név

IT N del certificato UE Specifiche comuni (SC) Nome completo

LV ES sertifikata Nr. Kopigas specifikacijas Pilns nosaukums

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

PL Nr Certyfikatu UE Wspolne specyfikacje Imig i nazwisko

PT Certificado UE N° Especificagdes comuns Nome completo

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

SK Certifikat EU ¢. Spolo¢né $pecifikacie Cely nazov

SV Nummer pé EU-intyg Gemensamma specifikationer Fullsténdigt namn
TR AB Sertifika Numarasi Genel Spesifikasyonlar (GS) Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JITBXKHOCT TloanucaHo 3a M OT KIMETO Ha JlaTa Ha M3/1aBaHe
CS Funkce Podepsano za a jménem Datum vydani

DA | Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agurovpyia Ymoypdgetar yo Ko €K HEPOLG TOV/TNG Hpepounvia ékdoong
ES Funcién Firmada por, y en nombre de Fecha

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

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

LV Amats Parakstits §adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas Isdavimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funcao Assinado ¢ em nome de Data de emissdo

RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfirdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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EN Supersedes Signature Date of Approval
BG 3amecTBa Tloanuc Jlata Ha ofj00peHue
CS Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikadiotd Yroypaon Huepopnvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de I’autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkezé dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Alizstdj Paraksts ApstiprinaSanas datums
LT PakeiCia Parasas Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagdo
RO | Inlocuitor Semnaturad Data aprobarii

SK Nahradza Podpis Détum schvalenia

SV Ersitter Namnteckning Datum for godkénnande
TR Yerini aldig1 belge Imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha u31aBaHe B cuna o1/3a (aTa wim HOMep Ha MapTHa)

CS Misto vydéni Uginné od (datum nebo ¢&islo 3arze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong Xg 1oy and (Huepounvia i ap. moptidog)

ES Expedida en Efectiva (fecha o niimero de lote)

ET Viljaandmise koht Joustumine (kuupéev vdi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mijesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadés helye Hatalybalépés (datum vagy tételszam)

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

LV IzdoSanas vieta Spéka no (datums vai partijas numurs)

LT ISdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowiazuje od (data lub numer partii)

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

RO Locul eliberdrii Valabilitate (data sau numarul lotului)

SK Miesto vydania Ucinnost’ od (datum alebo &islo Jarze)

SV Plats for utfardande Verkstilligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)
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EN

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

BG

Hue, fnonynoanucaHute, ¢ HACTOSILIOTO JEKIapUpaMe, Y€ ropeonucaHOTO(UTe) MEIUIIMHCKO(1) H3/iere(s) 38 HHBUTPO JUArHOCTHKA OTroBapsi(T) Ha
npunoxumute paznopenou Ha Pernament (EC) 2017/746 na Eponeiickus napiaameHt 1 Ha CbBeta oT 5 anpuit 2017 r. OTHOCHO MEANLIMHCKUTE U3ACIHA 33
WHBUTPO AMArHOCTHKA. Ta3um nexinapanus e HampaBeHa B cboTBeTcTBHE C [Ipunoxenue IV Ha Permamenta 3a IVD u 3a HeliHOTO n31aBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO IIPOU3BOAUTEIISAT.

CS

My, nize podepsani, timto prohlasujeme, ze diagnosticky(-¢) zdravotnicky(-¢) prostfedek (prostfedky) in vitro uvedeny(-¢) vyse je (jsou) ve shod¢ s piislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostredcich in vitro. Toto
prohléa$eni je v souladu s Pfilohou IV nafizeni IVD a je vydéano na vyhradni odpovédnost vyrobce.

DA

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

DE

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

EL

Epeig, ot vmoypdapovteg, SNA®VOLUE e TO TopOV OTL TA TPOOVAPEPOLEVD S1OYVOGTIKE L0TPOTEXVOLOYIKA TPOTOVTO GUULOPPAVOVTAL LE TIG LoYVOVGEG S1ATAEELS
tov Kavoviopov (EE) 2017/746 tov Evponoaikod KowoBoviiov kot tov Zupfoviiov g 5™ Anpiriov 2017 oyetikd e ta in vitro StoyveoTikd
tpoteyvoroykd Tpoidvta. H dMimon avth yivetar odppmva pe to Moapdpmpoe IV tov Kavoviepod IVD kot ekdideton pe amokAeiotikn evfovn tov
KOTOOKEVOOTH

ES

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

ET

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

FR

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

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vijeca od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod isklju¢ivom odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszkz(6k) megfelel(nek) az Eurdpai Parlament és a Tanécs in vitro diagnosztikai
orvostechnikai eszk6zokrol szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkozo rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyarto kizarolagos feleldssége alapjan keriilt kiadasra.

IT

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

LV

Mes, apaksa parakstijusies, ar $o pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piem&rojamajam prasibam par in vitro diagnostikas mediciniskam iericem. ST deklaracija ir sagatavota saskana ar
IVD regulas IV pielikumu un par izdoSanu atbild vienigi razotajs.

LT

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

NO

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

PL

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

PT

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

RO

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

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnostické(-é) zdravotnicka(-e) pomdcka(-y) uvedena(-€) vyssie je (si) v zhode s prislusnymi ustanoveniami
Nariadenia Europskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro. Toto vyhlasenie je v sulade
s Prilohou IV k Nariadeniu IVD a vydéava sa na vyhradnti zodpovednost’ vyrobcu.

SV

Vi, undertecknade, forsékrar hirmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan dverensstimmer med de tillimpliga
bestimmelserna i Europaparlamentets och radets forordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
forsdkran gors i enlighet med bilaga IV till IVD-forordningen och utfardas under tillverkarens enskilda ansvar.

TR

Biz, asagida imzalan bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Y&netmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yo6netmeligi Ek IV uyarinca yapilmistir
ve iireticinin miinhasir sorumlulugu altindadir.
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U

Declaration of Conformity

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

DoC-8K41-SD DLK TPM
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Storage site of technical
documentation (name and address)

List Numbers and GMDN o g " . ”
Size Code of Devices | Code Names and Description of Devices Classification
8K41-28 54237 ARCHITECT Insulin Reagent Kit Self-declared
8K41-03 42091 ARCHITECT Insulin Calibrators Self-declared
8K41-12 42092 ARCHITECT Insulin Controls Self-declared
Authorized European N/A
Representative (name and address)

Denka Co., Ltd.

Head Office

1-1, Nihonbashi-Muromachi 2-chome
Chuo-ku, Tokyo 103-8338, Japan

Kagamida Factory -
1359-1 Kagamida, Kigoshi
Gosen-shi, Niigata, 959-1695, Japan

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.

6(1’&_;«/ Signature: [hoanne o /érc- L.

-
Signature: ( ;
Full Name: Claudia Becker Full Name: 'éusanne Ulrich
Position: Director Quality Assurance Position: Assoc. Director Regulatory Affairs
Date of Approval: A6 M Qqy 202 2 Date of Approval: 4, ¢ / /2 | e
‘ Date Issued: 7[, M c»uj, ?C‘ Zz
Place Issued: 65205 Wiesbade;l, Germany
Supersedes: 12-Oct-2021

Effective (Date or

Lot Number): _//’d,/ - / /.N/' V- 2822




S”‘Lﬁ““‘"

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

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

Declaration of Conformity

DoC-7K70-AIDD Sligo
Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, Ireland

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

TK70-20 54665 ARCHITECT Total PSA Reagent Kit Annex II List B
TK70-25 54665 ARCHITECT Total PSA Reagent Kit Annex II List B
TK70-30 54665 ARCHITECT Total PSA Reagent Kit Annex II List B
TK70-35 54665 ARCHITECT Total PSA Reagent Kit Annex II List B
7K 70-01 38208 ARCHITECT Total PSA Calibrators Annex IT List B
TK70-10 38207 ARCHITECT Total PSA Controls Annex II List B

Authorized European

Representative (name and address) N

Notified Body (name and address)
Ridlerstrafle 65
80339 Munich
Germany

TUV SUD Product Service GmbH

Notified Body number 0123

Approval Certificate No. V10019220008

Storage site of technical
documentation (name and address)

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

Harmonized Standards

Listed in the Technical Documentation

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

laws of the member states.

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

of the manufacturer.

~d
Signature: N. WALSH oz g
Full Name: V.I oe Murray

Director Quality Assurance/Site

Position: Quality Head
Date of Approval: ol SO | 6]
Date Issued: 25 [Nev 201
Supersedes: 16 October 2019

SN

Signature:
Full Name: Noel Haren
Position: Manager Regulatory Affairs

215 Nov 2019

Date of Approval:

Place Issued: AIDD Sligo
Effective (Date or
Lot Number): 25 n o ¢ c"

A Rof oA ecA AN

MEMNT

Mz ——
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Declaration of Conformity

Certificate Identification: TE64
Legal Manuafacinrer's Name: Abbott Ireland Dingnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longjord, Iretand.

List Numbers GMDN Code Names and Description of Devices ClassHication

and Size Code

of Devices

TK64-27 58330 ARCHITECT Total T; Reagent Kit Self.declared
TK64-32
TK64-37
TK64-02 58333 ARCHITECT Total T, Calibrators Self-declared
TK64-50 58208 ARCHITECT Total T; Manual Diluent Seif-deciared
Authorized Enropean N/A
Representative (name and address)
Storage of technical documentation | Abbott Ireland Diagnostics Divisios, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland.
Harmonized Standards Listed in the Fechnical 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
Euaropean Pariiament ard of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices
as they are transposed into the laws of the member siates.

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

Signatare: /ﬁm % pr” Signature:
d
a0 Director Quality Assurance/ Site Position:
Pasition: Quality Head
Date of .
Appeoval 22 - MAV-10 Date of Approval:
21 MAY-LO
Date Yssued Place 1ssucd:
Supersedes 24 April 2019 Effeclive {(Date or

1.0t Number)

e
Lerraine Whitney
Senior Manager Regulatory Affairs

22 Hay 2020

Abbott Llrciand Diagnostics Division,
Lisnamuek, Longford, Co. Longford,
Irelan:d

_83-MMY-2Q




_aAbbott

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

Declaration of Conformity
TK66

Abbott Ireland Diagnostics Division

Lisnamuck, Longford

Co. Longford

Ireland
List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
TK66-27 58322 ARCHITECT Total T4 Reagent Kit Self Declared
7K66-32
7K66-37
7K66-02 58324 ARCHITECT Total T4 Calibrators Self Declared
TK66-12 58325 ARCHITECT Total T4 Controls Self Declared
Authorized European N/A
Representative
ame and Add

Storage of site technical
documentation (Name and

Addr

Harmonized Standards

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Ireland.

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 IT1 of the IVD Directive and is issued under the sole responsibility of the
manufacturer.
Signatore: — {iol 87 UDvi o Signature: ,éwux CLihee
~ _J
Full Name:  gjobhan Wright Full Name: Lorraine Whitney
.. Director Quality Assurance/ Site Quality Position: Senior Manager Regulatory Affairs
Pasition:
Head
Date O_f QY4 -AeR-19 Date of Approval: (T AtR 2o
Approval:
17-May-2016 Abbott Ireland Diagnostics Division,
Supersedes: Place Issued: Lisnamuck, Longford, Co. Longford,
Ireland. .
Ay - Are -1 7 -
Date Issued:
Effective (Date or
Lot Number): 2% - APL-1G




cJ

Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ARKO0762NC
Basic UDI-DI Name: ARCHITECT TSH
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
TK62-25
TK62-30 ARCHITECT TSH Reagent Kit 54386 W01020410
TK62-35
TK62-01 ARCHITECT TSH Calibrators 38272 W0102152202
TK62-10 ARCHITECT TSH Controls 38271 W0102152002
Manufacturer . . R . .
(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)
(Name and Address)

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

Notified Body
(Name and Identification Number)

TUV Siid Product Service GmbH, Certification Body.
Ridlerstrafle 65, 80339 Munich, Germany

Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System
Annex [X Chapters I and 11,

Including an assessment of the technical

documentation for devices concerned on the basis of

representative samples

EU Certificate No.

No. V12 054869 0013

Common Specifications (CS)

N/A

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

responsibility of the manufacturer.

Full Name: _David Spellman Full Name:
Director Quality Assurance/Site Quality
Function: _Head ~ Function:
Signature: /%m Signature:
= G
1 Ford
Date of Approval: Z 6‘ OC% %5’ 3 Date of Approval:

Signed for, and on

Sandra Gallagher

Manager Regulatory Affairs

=. &z&_f@f

29 e 7 282D

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

Date Issued:

Lo O T2

Supersedes: 28-Sep-2022

Effective (Date
or Lot Number):

Place Issued:  Lisnamuck, Longford, Co. Longford,

2 Dc} Lol &
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EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC JEKJIAPALIMS 3A CbOTBETCTBUE bazos UDI-DI Haumenosanwue Ha 6a3zos UDI-DI

CS | EUPROHLASENI O SHODE Zékladni UDI-DI Nazev zakladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH XYMMOPOQXHY EE Baowd UDI-DI Ovopooio Bacikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Basico Nombre UDI-DI Basico

ET ELi vastavusdeklaratsioon Po6hi-UDI-DI P6hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6é UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nézov zakladného UDI-DI

SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pé grundldggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kiac ciopen pucka KaTanoxen HoMep U KO Ha pa3Mepa ViMe Ha IPOJIYKTa M THPrOBCKO HAUMCHOBAHHUE

CS Rizikova tfida Katalogové ¢islo a koncové dvojcisli urcujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und GréBencode Produkt- und Handelsname

EL Katnyopio kivdvvou Kwdkog IMpoidvtog kot Kmdikdg Tvokevasoiog IIpoidv ko Epmopikr Ovopacio

ES Clase de riesgo Numero de referencia y coédigo de tamaiio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zastieni naziv

HU Kockazati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izmé&ra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og starrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e codigo de apresentagdo Produto e nome comercial

RO Clasa de risc Numar de lista si cod dimensiune Denumirea produsului si denumirea comerciala

SK Rizikova trieda Katalogové Cislo Nézov produktu a obchodny nézov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Smnifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi
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EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Konx GMDN Koz EMDN IIpousBoauTen (MMe  apec) EPH Ha npousBoaurens
CS | Koéd GMDN Ko6d EMDN Vyrobce (nazev a adresa) Jediné registracni ¢islo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdikég GMDN Kwdikég EMDN Koartaokevaotig (Ovopa kot Atevboveon) SRN (Movadwkdg AptBpds Mntpmov)
(Ovopatoroyio (Ovopatoroyia Koartaokevaot
LTPOTEYVOLOY KOV 0TPOTEYVOLOY KDV
TPOIOVTOV) TPOIOVTI®V)
ES | Cédigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro Gnico) del
fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodac¢ (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca
HU | GMDN-kod EMDN-kod Gyarto (név és cim) Gyarto egyedi regisztracios szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del
fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklatiiros priemoniy nomenklatiiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobow producenta
Medycznych
PT | Cédigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor
SK | Kéd GMDN Ko6d EMDN Vyrobca (Nazov a adresa) Jediné registracné Cislo (SRN) vyrobcu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si
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EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) (Name and Address)
BG | YmbiaHOMOIIEH npeacTaBuTen (MMe | EPH Ha ymrbiHOMOLIEHHS TIPEICTaBUTEN IIpousseneHo oT (MACTO Ha
azipec) TIPOU3BOACTBO) (MMe H aJpec)
CS | Zplnomocnény zastupce (nazev a adresa) Jediné registracni ¢islo zplnomocnéného Vyrobeno (misto vyroby)
zastupce (nazev a adresa)
DA | Autoriseret repreesentant (navn og adresse) | Autoriseret repraesentants SRN Produceret af (fremstillingssted)
(navn og adresse)
DE | Bevollméchtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL | E&ovoodomuévog Avtumpoéconog (Ovopa | SRN E&ovslodotnévov Avimpocs®mov Kataokevaletor and (Epyootdcio
kat Atevbovon) TopayyNc)
(Ovopacia ko AtevBvveon)
ES Representante autorizado (nombre y SRN (niimero de registro tinico) del Producido por (Lugar de fabricacion)
direccion) representante autorizado (Nombre y direccion)
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR | Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication)
mandataire (nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képvisel6 egyedi Gyarto (gyartas helye)
regisztracios szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome ¢ indirizzo)
LV | Pilnvarotais parstavis (nosaukums un Pilnvarota parstavja vienotais registracijas | Razots (raZzoSanas vieta)
adrese) numurs (VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas
adresas) numeris ir adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce
adres) upowaznionego przedstawiciela produkeji)
(nazwa i adres)
PT Mandatario (Nome ¢ Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome ¢ Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de catre (locatie productie) (nume
si adresa)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby)
autorizovaného zéstupcu (ndzov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och
adress) adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

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

BG | Hotudwuimpan opran (uMe 1 HACHTH()HUKALOHEH INpoueaypa 3a OLIEHKA HA CbOTBETCTBUETO
HOMeEp)

CS Oznameny subjekt (nazev a identifikacni Cislo) Postup posuzovani shody

DA | Bemyndiget organ (navn og Overensstemmelsesvurderingsprocedure
identifikationsnummer)

DE Benannte Stelle (Name und Identifikationsnummer) | Konformitétsbewertungsverfahren

EL Kowomnompévog Opyavicpodg (Ovopa kot ApBudg Awdikacio a&loldynong coppdpemong
TOWTOTOINoNG)

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

ET Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetlus

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

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

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

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

LV | Pilnvarota iestade (nosaukums un identifikacijas Atbilstibas novertésanas procediira
numurs)

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

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

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

PT Organismo Notificado (Nome e Numero de Procedimento de avaliagdo da conformidade
Identifica¢do)

RO | Organism notificat (nume si numdr de identificare) Procedura de evaluare a conformitatii

SK Notifikovany organ (Néazov a identifikaéné &islo) Postup posudzovania zhody

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

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

Quality Management System Annex IX Chapters I and III,
Including an assessment of the technical documentation for devices concerned on the basis of
representative samples

BG

Cucrema 3a ynpasieHue Ha kauecTBoTo IIpunoxenue IX, rmasu I u 111,
BKJIFOUUTENIHO OLIEHKA HA TEXHUYECKaTa JOKyMEHTalMs Ha CbOTBETHUTE U3/ENIUs Bb3 OCHOBA Ha
HPEACTABUTEIHU IPOOH

CS

Systém fizeni kvality Pfiloha IX Kapitoly I a 111,
vcetné posouzeni technické dokumentace dotcenych prostiedkti na zakladé reprezentativnich vzorkt

DA

Kvalitetsstyringssystem Bilag IX kapitel I og 111,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr p& baggrund af reprasentative prover

DE

Qualitdtsmanagementsystem Anhang IX Kapitel I und I1I,
einschlieBlich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage
reprisentativer Stichproben

EL

Yoompa Awyeipiong owmrag Hapaptnua IX Kepdhoro I ko 111,
ovpmepAapBaveTal a&loAdYNoN TOV TEXVIKOD GaKELOV Yo TpoidvTa mov e€etdlovTon e BAOT aVTITPOCOTEVTIKA
deiypata

ES

Sistema de Gestion de Calidad Anexo IX, capitulos I y 111,
se incluye una evaluacion de la documentacion técnica para los productos afectados sobre la base de muestras
representativas

ET

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

FR

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

HR

Sustav upravljanja kvalitetom Prilog IX., Poglavlja . i IIL.,
ukljucujuéi ocjenjivanje tehnicke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka

HU

Mindségiranyitasi rendszer IX. melléklet, 1. és II1. fejezet, ideértve az érintett eszk6zok miiszaki

IT

Sistema di gestione della qualita Allegato IX Capitoli I e 111,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni
rappresentativi

LV

Kvalitates vadibas sistema IX pielikuma I un III nodala,
tostarp attiecigo iericu tehniskas dokumentacijas novért&jums, pamatojoties uz reprezentativiem paraugiem

LT

Kokybes valdymo sistema IX priedo I ir III skyriai,
iskaitant atitinkamy priemoniy techninés dokumentacijos vertinima remiantis tipiniais pavyzdziais

NO

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

PL

System Zarzadzania Jako$cia Zatacznik IX, Rozdziaty I oraz III,
w tym ocena dokumentacji technicznej danych wyrobow na podstawie reprezentatywnych probek

PT

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

RO

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

SK

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

SV

Kvalitetsledningssystem Bilaga IX Kapitel I och III,
Inklusive en bedémning av den tekniska dokumentationen for berdrda produkter som grundar sig pa
representativa urval

TR

Kalite Yonetim Sistemi Ek IX Bolim I ve III
Temsili numuneler bazinda ilgili cihazlar i¢in teknik dokiimantasyonun degerlendirilmesi dahil
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EN EU Certificate No. Common Specifications (CS) Full Name

BG EC Cepruduxar Ne O6mw cnenuduxammu (OC) [Ib1HO HaMMEHOBaHHE
CS Cislo certifikatu EU Spolecné specifikace Cely nazev

DA EU-certifikatnummer Feelles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (GS) Vollstindiger Name
EL ApBudg motomomtikov EE Kowég npodraypapéc (KIT) IIApng ovopacio
ES Numero certificado UE Especificaciones comunes Nombre completo
ET EL-i sertifikaadi nr Uhtsed kirjeldused Taisnimi

FR N certificat UE Spécifications communes Nom complet

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

HU EU-tanusitvany szama Egységes eldirdsok Teljes név

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

LV ES sertifikata Nr. Kopigas specifikacijas Pilns nosaukums

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

PL Nr Certyfikatu UE Wspolne specyfikacje Imig i nazwisko

PT Certificado UE N° Especifica¢des comuns Nome completo

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

SK Certifikat EU &. Spoloéné $pecifikacie Cely nazov

SV Nummer pa EU-intyg Gemensamma specifikationer Fullstdndigt namn
TR AB Sertifika Numarasi Genel Spesifikasyonlar (GS) Adi1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JTBXKHOCT Iloamucano 3a U OT UMETO Ha JlaTa Ha u3/aBaHe
CS Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agitovpyia Y7oypaeetat yio Kot €K LEPOLS TOV/TNG Huepounvio ékdoong
ES Funcion Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Viljaandmise kuupéev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alair6 a kovetkezo képviseletében és nevében Kiadas datuma

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

LV Amats Parakstits $adas personas varda Izdo$anas datums
LT Pareigos Subjekto, kurio vardu pasiraSoma, pavadinimas Isdavimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Func¢do Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Détum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfdrdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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EN Supersedes Signature Date of Approval
BG 3amecTBa TToamnuc JlaTa Ha ogoOpeHue
CS Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikafiotd Yroypaen Hpepounvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupéev
FR Annule et remplace Signature Date de I’autorisation
HR Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kdvetkez dokumentumot: Alairéas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastgpuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO Inlocuitor Semnatura Data aprobarii

SK Nahradza Podpis Datum schvélenia

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

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha U3/1aBaHe B cuna o1/3a_(maTa niam HoMep Ha ApTHAA)

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

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Gililtig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong g 1oyb and (Huepounvia 1 ap. moptidog)

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise koht Joustumine (kuupéev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

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

HU | Kiadas helye Hatalybalépés (datum vagy tételszdm)

IT Luogo di rilascio Valido da (data o numero di lotto)

LV Izdo$anas vieta Speka no (datums vai partijas numurs)

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

PT Local de emissao Efetividade (Data ou nimero de lote)

RO Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Ucinnost' od (datum alebo &islo $arze)

SV Plats for utfirdande Verkstalligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirliik (Tarih veya Lot Numarasi)
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EN

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

BG

Hue, nonynoanucanuTe, ¢ HACTOSILIOTO JEKIApUPaMe, Y€ FOPEONHCAHOTO(UTE) METULIIMHCKO(HM) u3ere(s) 32 MHBUTPO TUarHOCTHKA OTroBapsi(T) Ha
pUIoKHUMHTE pasnopendu Ha Pernament (EC) 2017/746 na EBponeiickus nmapnaMenT 1 Ha CpBeta oT 5 anpui 2017 1. OTHOCHO MEUIIMHCKUTE U3METHUS 32
HMHBUTPO JUarHOCTHKA. Ta3u Aekapanys e HampaBeHa B cboTBeTcTBUE ¢ [Ipmnoskenne IV Ha Pernamenta 3a IVD u 3a HelfHOTO U31aBaHe OTTOBOPHOCT HOCH
€JIMHCTBEHO MPOU3BOUTEIISAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostiedek (prosttedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostredcich in vitro. Toto
prohlaseni je v souladu s Piilohou IV nafizeni IVD a je vydano na vyhradni odpovédnost vyrobce.

DA

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

DE

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

EL

Epeig, ot vmoypdgovteg, SNAOVOLLE HE TO TAPOV OTL TO TPOUVAPEPOLEVE SIYVOCTIKE TPOTEXVOAOYIKA TPOIOVTO GUUHOPOAOVOVTUL LE TIG IGYXVOVOEG MOTAEELG
tov Kavoviopov (EE) 2017/746 tov Evponaikov KowvoPoviiov kat tov Zvpfoviiov tng 5™ Ampiiov 2017 oyetikd e To in Vitro S10yveoTIKA
TpoTEXVOLOYIKA TpoiovTa. H drwon avt yivetar copgova pe to [oapdpmpa IV tov Kavovicpod IVD kot ekdidetot pe omokhelotik evfvvn tov
KOTOUGKEVOOTN

ES

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

ET

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

FR

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

HR

Mi, nize potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosti¢ki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod isklju¢ivom odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurdpai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkdzokrél szolo (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkozo rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eléirdsoknak, és a gyartd kizardlagos feleldssége alapjan keriilt kiadasra.

IT

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

LV

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

LT

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

NO

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

PL

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

PT

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

RO

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

SK

My, dolupodpisani, tymto vyhlasujeme, Ze diagnosticka(-¢) zdravotnicka(-e) pomdcka(-y) uvedena(-¢) vyssie je (su) v zhode s prislusnymi ustanoveniami
Nariadenia Eur6pskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro. Toto vyhlasenie je v sulade
s Prilohou IV k Nariadeniu IVD a vydava sa na vyhradnt zodpovednost’ vyrobcu.

Sv

Vi, undertecknade, forsékrar hirmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillimpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
forsdkran gors i enlighet med bilaga IV till IVD-férordningen och utfirdas under tillverkarens enskilda ansvar.

TR

Biz, asagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarmn, 2017/746 sayili Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yonetmeligi Ek IV uyarinca yapilmistir
ve {ireticinin miinhasir sorumlulugu altmdadir.
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