aAbbott

Declanation of Conformity
Certificate Identification: ARCH Syg Acc LC IRIS V4
Legal Manufacturer’s Name: Abbott Laboratories
Diagnostids Division
Legal Manufacturer’s Address: Abbott Pagk, IL 60064 USA
List Numbers GMDN Code Npmes and Description of Devices Classification
and Size Code
of Devices
4D18-03 56701 ARCHITECT| Septum Self-declared
4D19-01 56701 ARCHITECT| Replacement Caps Self-declared
7C14-01 56676 ARCHITECT]| Sample Cups Self-declared
7C15-02 56676 ARCHITECT|Reaction Vessels Self-declared
7C15-03 56676 ARCHITECT|Reaction Vessels Self-declared
Authorized European | Abbott GmbH & Co. KG
Representative | Max-Planck-Ring-2
(Name and Address) | 65205 Wiesbaden, Germany
Storage site of technical | Abbott Laborgtories
documentation | Diagnostics Qivision
(Name and Address) | Abbott Park, JL 60064 USA

Harmonized Standards

Listed in the 1

[echnical Documentation

We, the undersigned, hereby declare that the in vitro d
conform with the applicable provisions of the EC Dire
1998 on In Vitro Diagnostic Medical Devices as they 4
This declaration is made in accordance with Annex|

manufacturer.

Signature

Full Name:

Position:

Date of Approval:

Date Issued:

Supersedes:

7/@%

Stte Quality Dir

golln
- tor

Position:

Date of Approval:

5/%/,101@

Place Issued:

&3:3'\& W PASS \C\

02 June 2015

Digitally signed by Ceaicovschi T
Date: 2021.04.18 11:08:24 EEST
Reason: MoldSign Signature
Location: Moldova

dor

agnostic medical devices described above and bearing the CE marking,

ttive 98/79/EC of the European Parliament and of the Council of 27 October
re transposed into the laws of the member states.

III of the IVD Directive and is issued under the sole responsibility of the

Full Name: V\(l\ L cren \\"\ML\

QQL}"A\ o\lﬁst\)kgco:\( < L\ Ce éc,(

23N \ 4

Abbott Laboratories, Diagnostics
Division, Abbott Park, IL 60064 USA
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) Abbott

Declaration of Conformity

Certificate Identification: DoC 8144 All DELK
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code

of Devices
81.44-25 48304 ARCHITECT Anti-HBc II Reagent Kit (1x100 Tests) Annex II List A
81.44-30 48304 ARCHITECT Anti-HBc II Reagent Kit (4x500 Tests) Annex II List A
8L44-35 48304 ARCHITECT Anti-HBc II Reagent Kit (1x500 Tests) Annex II List A
8L44-01 41983 ARCHITECT Anti-HBc II Calibrator Annex II List A
8L44-10 41984 ARCHITECT Anti-HBc II Controls Annex II List A
Authorized European N/A
Representative (name and address)
Notified Body (name and address) TUV SUD Product Service GmbH, RidlerstraBe 65, 80339 Munich, Germany
Notified Body number TUV SUD: 0123
Approval Certificate No. TUV SUD: V7010051 0130
Storage site of technical Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
documentation (name and address)
Harmonized Standards Listed in the Technical Documentation

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

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

responsibility of the manufacturer. )
| /] / . -
=4 fuoaie U6
Signature: L- Signature: fNWOQ <= & il
v
Full Name: Dr. Jorg Amborn Full Name: Susanne Ulrich
Position: Director Quality Assurance Position: Senior Manager Regulatory Affairs
Date of Date of ) s
Approval: QO 10 -0]-09 Approval: (o / [7.4 / (0co
Date Issued: 29 / c ?’// 7/ P74
7
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 21-Oct-2019

Effective (Date or
Lot Number): vy /// 7 2227
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ZERTIFIKAT & CERTIFICATE ¢

* * *'ﬁr* Benannt durch/Designated by

Yo . * Zﬁptglstellghdgr Lé:dter i

* HB@ & Liinramrenus

", 'i}z'! Medizinprodukren

ol TR ZLG-BS-245.10.07
Praduct Service

EC Design-Examination Certificate

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

No. V7 010051 0124 Rev. 02

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

Product: Non-Screening test for Hepatitis B marker

Model(s): ARCHITECT Anti-HBe

Parameters: Product Name REF N°
ARCHITECT Anti-HBe Reagent Kit 6C34-20
ARCHITECT Anti-HBe Reagent Kit 6C34-25
ARCHITECT Anti-HBe Reagent Kit 6C34-35
ARCHITECT Anti-HBe Calibrator 6C34-01
ARCHITECT Anti-HBe Controls 6C34-10
Anti-HBe Reagent Kit 6C34-74
Anti-HBe Reagent Kit 6C34-77
Anti-HBe Calibrator 6C34-09
Anti-HBe Controls 6C34-19

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with IVDD Annex IV (4). The design of the
devices conforms to the requirements of this Directive. See also notes overleaf.

Report No.: 713177008-2_22
Valid from: 2020-01-28
Valid until: 2022-05-25

Date, 2020-01-28 c
.@,t\/

Christoph Dicks
Head of Certification/Notified Body

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

TUV SUD Product Service GmbH + Certification Body + Ridlerstrake 65 » 80339 Munich + Germany VvV



) Abbott

Declaration of Conformity

Certificate Identification:

Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

DoC-7C18-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

7C18-27 48316 ARCHITECT Anti-HBs Reagent Kit Annex II List A
7C18-37 48316 ARCHITECT Anti-HBs Reagent Kit Annex II List A
7C18-34 48316 ARCHITECT Anti-HBs Reagent Kit Annex II List A
7C18-28 48316 ARCHITECT Anti-HBs Reagent Kit Annex II List A
7C18-38 48316 ARCHITECT Anti-HBs Reagent Kit Annex II List A
7C18-03 41997 ARCHITECT Anti-HBs Calibrators Annex II List A
7C18-13 41998 ARCHITECT Anti-HBs Controls Annex II List A

Authorized European N/A

Representative (name and address)

TUV SUD Product Service GmbH
Ridlerstrafie 65

80339 Munich

Germany

Notified Body (name and address)

Notified Body number 0123

Approval Certificate No. V10019220008

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

Ucengn N WALSH

Signature: Signature: \ba&\@c»
Full Name: Joe MurraysL Full Name: Noel Haren
Position: Director Quality Assurance/Site .

Quality Head Position: Manager Regulatory Affairs
Date of Approval: 2S5 AVOJ 14 Date of Approval: 9\ \ [\by &Q ] (-\
Date Issued: 25 Oow \Q Place Issued: AIDD Sligo
Supersedes: 07 Oct 2019 Effective (Date or 25 Wov \G

Lot Number):
¥« pefFer (o attewn o
Alhe LA e
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) Abbott

Certificate ldentification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Declaration of Conformity

DoC-7C18-40-AIDD Sligo
Abbott Ireland Diagnostics Division

Finisklin Business Park, Sligo, treland

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
7C18-40 48318 ARCHITECT Anti-HBs Specimen Diluent Self-declared

Authorized European Representative
Name and Address)

N/A

Storage of site 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 98/79/1:C of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

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

Signature:

Full Name:

Position:

Date of Approval:

Date Issued:

Supersedes:

Joe Murray
Quality Manager

L nw 201

g W \

27 May 2015

Signature:

Full Name:

Position:

Date of Approval:

Place Issued:

Ltfective (Date or

Lot Number):

) W/é_gw;me LI fray
~
Lorraine Whitney

Senior Manager Regulatory Affairs

_ 34w 200 F

AIDD, Sligo

t yaw 2ol




) Abbott

Declaration of Conformity

Certificate Identification: DOC-6C37-22/-27/-32/-37-All DLK
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers GMDN Names and Description of Devices Classification
and Size Code Code
of Devices
6C37-22 48366 ARCHITECT Anti-HCV Reagent Kit (4x100Tests) | Annex II List A
6C37-27 48366 ARCHITECT Anti-HCV Reagent Kit (1x100Tests) | Annex II List A
6C37-32 48366 ARCHITECT Anti-HCV Reagent Kit (4x500 Tests) | Annex II List A
6C37-37 48366 ARCHITECT Anti-HCV Reagent Kit (1x500 Tests) | Annex II List A
6C37-01 41972 ARCHITECT Anti-HCV Calibrator Annex II List A
6C37-10 41973 ARCHITECT Anti-HCV Controls Annex II List A
Authorized European N/A
Representative (name and address)
Notified Body (name and address) TUV SUD Product Service GmbH, RidlerstraBe 65, 80339 Munich,
Germany
Notified Body number TUV SUD: 0123
Approval Certificate No. TUV SUD: V7 010051 0132
Storage site of technical Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
documentation (name and address)
Harmonized Standards Listed in the Technical Documentation

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

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

Signature: //) ; /t—% Signature: .ﬂd/ga’" 1 ./(/U Vjé/

Full Name: Dr. Jérg Amborn Full Name: \éusanne Ulrich
Senior Manager Regulatory
Position: Director Quality Assurance  Position: Affairs
e {
Date of Approval: QD 20 - 0] -o09 Date of Approval: (¢ / / S ;/ /oo
Date Issued: ﬂ‘] - /5’:,"’1/‘ .?élie_’-’é‘
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 17-Dec-2019
Effective (Date or 2 - e ('7&(’5'
Lot Number): 2% /’7‘ 7¢

Page 1 of |
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:E < g(* = * Zentraistelle der Lénder é
, BTN 48 fur Gesundheitsschutz 2
U x - bei Arzneimitteln und =
o] * % Medizinprodukren £
e '*{“étr;t(* ZLG-BS-245.10.07
"é E Product Service
-l EC Certificate
‘1&% < EC Design-Examination Certificate
> £ 3 Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV (4) (List A)
o}
o
A O No. V7 010051 0130 Rev. 02
o) Q
o <T
=
= & Manufacturer: Abbott GmbH
L Max-Planck-Ring 2
= _ 65205 Wiesbaden
2 o GERMANY
) Product: Screening test for Hepatitis B marker
. ¢ Model(s): ARCHITECT Anti-HBc II
E Parameters: Product Name REF N°
e
S < ARCHITECT Anti-HBc Il Reagent Kit 8L44-25
o ARCHITECT Anti-HBc Il Reagent Kit 8L44-30
é’, < ARCHITECT Anti-HBc Il Reagent Kit 8L44-35
_ —_ ARCHITECT Anti-HBc Il Calibrator 8L44-01
]g o ARCHITECT Anti-HBc¢ Il Controls 8L44-10
g LLl Anti-HBc 1l Reagent Kit 8L44-74
= o Anti-HBc Il Reagent Kit 8L44-77
N ¢ Anti-HBc Il Reagent Kit 8L44-78
% Anti-HBc Il Calibrator 8L44-09
® g(ﬂm Anti-HBc Il Controls 8L44-19
i o

4

=g
as

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with IVDD Annex IV (4). The design of the
devices conforms to the requirements of this Directive. See also notes overleaf.

AY

El
A

Report No.: 713177008-2_27
Valid from: 2020-01-28
Valid until: 2022-05-25

Date, 2020-01-28 C
.®‘L\/

Christoph Dicks
Head of Certification/Notified Body

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

A4 10747

ZERTIFIKAT & CERTIFICATE ¢

TUV SUD Product Service GmbH + Certification Body + Ridlerstralte 65 + 80339 Munich « Germany
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ZERTIFIKAT & CERTIFICATE ¢

* * *'ﬁr* Benannt durch/Designated by

Yo . * Zﬁptglstellghdgr Lé:dter i

* HB@ & Liinramrenus

", 'i}z'! Medizinprodukren

ol TR ZLG-BS-245.10.07
Praduct Service

EC Design-Examination Certificate

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

No. V7 010051 0124 Rev. 02

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

Product: Non-Screening test for Hepatitis B marker

Model(s): ARCHITECT Anti-HBe

Parameters: Product Name REF N°
ARCHITECT Anti-HBe Reagent Kit 6C34-20
ARCHITECT Anti-HBe Reagent Kit 6C34-25
ARCHITECT Anti-HBe Reagent Kit 6C34-35
ARCHITECT Anti-HBe Calibrator 6C34-01
ARCHITECT Anti-HBe Controls 6C34-10
Anti-HBe Reagent Kit 6C34-74
Anti-HBe Reagent Kit 6C34-77
Anti-HBe Calibrator 6C34-09
Anti-HBe Controls 6C34-19

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with IVDD Annex IV (4). The design of the
devices conforms to the requirements of this Directive. See also notes overleaf.

Report No.: 713177008-2_22
Valid from: 2020-01-28
Valid until: 2022-05-25

Date, 2020-01-28 c
.@,t\/

Christoph Dicks
Head of Certification/Notified Body

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

TUV SUD Product Service GmbH + Certification Body + Ridlerstrake 65 » 80339 Munich + Germany VvV
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EC Certificate

EC Design-Examination Certificate

©

T—

Product Service

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

(List A)
No. V7 001922 0012 Rev. 00

Manufacturer: Abbott Ireland Diagnostics Division
Finisklin Business Park
Sligo
IRELAND
Product: Non-Screening test for Hepatitis B marker
Model(s): ARCHITECT Anti-HBs
Parameters: Produet Name

ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Calibrators
ARCHITECT Anti-HBs Calibrators
ARCHITECT Anti-HBs Controls
ARCHITECT Anti-HBs Controls

REF N°

7C18-20
7C18-25
7C18-30
7C18-27
7C18-34
7C18-37
7C18-28
7C18-38
7C18-29
7C18-33
7C18-39
7C18-41
7C18-42
7C18-01
7C18-03
7C18-10
7C18-13

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with IVDD Annex IV (4). The design of the

devices conforms to the requirements of this Directive. See also notes overleaf.

Report No.: 713155489-2_02

Valid from: 2019-03-30

Valid until: 2022-05-24

Date, 2019-03-29 / / A
Stefan Prei®

Page 1 of 1

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

TOV SUD Product Service GmbH - Certification Body ¢ RidlerstraBe 65 « 80339 Munich « Germany




EC CERTIFICATE

Abbott Ireland Diagnostics Division

Finisklin Business Park
Sligo IRELAND

EC Design - Examination Certificate

Annex IV, section 4 of Council Directive 98/79/EC on In Vitro Diagnostic
Medical Devices

Device Description:
Chemiluminescent Microparticle Inmunoassay for the quantitative determination of antibody to Hepatitis B surface
antigen (anti-HBs) in human serum or plasma

Device Classifications:
Annex Il List A

Model Type:
Please refer to Attachment: 1

We hereby declare that a design examination has been carried out on the device(s) listed, following the
requirements of the national legislation to which the undersigned is subject, transposing Annex IV section 4 of
Council Directive 98/79/EC on In Vitro Diagnostic Medical Devices. We certify that the design of the device(s) listed
conforms with the relevant provisions of Annex IV section 4 of the aforementioned directive as transposed into
national legislation. This certificate is issued with 1 attachment listing product references.

File Number A18074 Cycle Start Date  August 12, 2018
Certificate Number 562.180812 Effective Date August 12, 2018
Initial Issue Date  April 25, 2008 Expiry Date August 11, 2023

Authorised by

!
\ Lot

Notified Body

Paul Daysh
Certification Manager Check Certificate
For and on Behalf of UL International (UK) Ltd Status: here
VDD A4 54 DE UL International (UK) Limited
00-MB-A0043 Issue: 15.0 Wonersh House, The Guildway, Old Portsmouth Road,

-Guildford, Surrey, GU3 1LR, United Kingdom




EC CERTIFICATE

Abbott Ireland Diagnostics Division

Finisklin Business Park
Sligo IRELAND

Attachment 1 of 1

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

Model/Type Classification G/UMDN Code
ARCHITECT Anti-HBs Reagent Kit - 7C18-20/25/30 Annex Il List A 48316
ARCHITECT Anti-HBs Calibrators - 7C18-01 Annex Il List A 41997
ARCHITECT Anti-HBs Controls - 7C18-10 Annex Il List A 41998
ARCHITECT Anti-HBs Reagent Kit - 7C18-27/28/34/37/38 Annex Il List A 48316
ARCHITECT Anti-HBs Calibrators - 7C18-03 Annex Il List A 41997
ARCHITECT Anti-HBs Controls - 7C18-13 Annex Il List A 41998
ARCHITECT Anti-HBs Reagent Kit - 7C18-29/33/39/41/42 Annex Ii List A 48316
File Number A18074 Cycle Start Date  August 12, 2018
Certificate Number 562.180812 Effective Date August 12, 2018
Initial Issue Date  April 25, 2008 Expiry Date August 11, 2023
Authorised by
! P, 1 ‘é
3 Cofimian
Notified Body P
0 8 4 3 Certification Manager Check Certificate
For and on Behalf of UL International (UK) Ltd Status: her
VDD Ad 4 DE UL International (UK) Limited
00-MB-A0043 Issue: 15.0 Wonersh House, The Guildway, Old Portsmouth Road,

Guildford, Surrey, GU3 1LR, United Kingdom
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Product Service

EC Certificate

EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV (4) (List A)

No. V7 010051 0132 Rev. 03

Manufacturer: Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY
Product: Screening test for Hepatitis C marker

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with IVDD Annex IV (4). The design of the
devices conforms to the requirements of this Directive. See also notes overleaf.

Report No.: 713177008-2_28
Valid from: 2020-01-28
Valid until: 2022-03-31
Date, 2020-01-28

c@t‘-\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 0of 2
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

N . um o ®
TUV SUD Product Service GmbH - Certification Body « Ridlerstrafe 65 « 80339 Munich « Germany TV
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ZERTIFIKAT & CERTIFICATE ¢

EC Certificate

EC Design-Examination Certificate

Directive 88/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV (4) (List A)

No. V7 010051 0132 Rev. 03

Model(s):

Facility(ies): Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, GERMANY

Parameters:

Product Name

ARCHITECT Anti-HCV Reagent Kit
ARCHITECT Anti-HCV Reagent Kit
ARCHITECT Anti-HCV Reagent Kit
ARCHITECT Anti-HCV Reagent Kit
ARCHITECT Anti-HCV Calibrator
ARCHITECT Anti-HCV Controls
ARCHITECT Anti-HCV Reagent Kit
ARCHITECT Anti-HCV Reagent Kit
ARCHITECT Anti-HCV Reagent Kit
ARCHITECT Anti-HCV Calibrator
ARCHITECT Anti-HCV Controls
Anti-HCV Reagent Kit

Anti-HCV Reagent Kit

Anti-HCV Reagent Kit

Anti-HCV Calibrator

Anti-HCV Controls

Page 2 of 2

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

TUV SUD Product Service GmbH - Certification Body + Ridlerstrae 65 « 80339 Munich » Germany

ARCHITECT Anti-HCV

REF N°

6C37-22
6C37-27
6C37-32
6C37-37
6C37-01
6C37-10
6C37-28
6C37-33
6C37-38
6C37-02
B6C37-15
6C37-74
6C37-77
6C37-78
6C37-09
6C37-19
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Product Service

EC Design-Examination Certificate

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

No. V7 010051 0120 Rev. 02

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

Product: Non-Screening test for Hepatitis B marker

Model(s): ARCHITECT HBeAg

Parameters: 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
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

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with IVDD Annex IV (4). The design of the
devices conforms to the requirements of this Directive. See also notes overleaf.

Report No.: 713177008-2_18
Valid from: 2020-01-28
Valid until: 2022-05-25

Date, 2020-01-28 C
'@l("\/

Christoph Dicks
Head of Certification/Notified Body

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

TUV SUD Product Service GmbH - Certification Body + Ridlerstrafie 65 « 80339 Munich « Germany TV
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ZERTIFIKAT & CERTIFICATE ¢

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. 03

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 VDD 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. See
also notes overleaf.

Report no.: 713158801-03
Valid from: 2020-01-15
Valid until: 2024-05-26

Date, 2020-01-15 c
'@'L\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 0of6
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH + Certification Body « Ridlerstrale 65 « 8033¢ Munich * Germany
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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)

Product Service

No. V1 001922 0008 Rev. 03

TOMSUD TUV SUD. TUV S8D TUV SU

%% ¢ CEPTUOUKAT ¢ CERTIFICADO & CERTIFICAT

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 Il List A Products

Product Name REF N°
ARCHITECT HBsAg Qualitative 1l Calibrators 2G22-01
ARCHITECT HBsAg Qualitative Il Reagent Kit 2G22-25
ARCHITECT HBsAg Qualitative Il Reagent Kit 2G22-30
ARCHITECT HBsAg Qualitative Il Confirmatory Reagent Kit 2G23-25
ARCHITECT HBsAg Calibrators 3M61-01
ARCHITECT HBsAg Calibrators 3M61-02
‘“F& ARCHITECT HBsAg Controls 6C36-10
(8| ARCHITECT HBsAg Reagent Kit 6C36-22
"_",% ARCHITECT HBsAg Reagent Kit 6C36-27
Al ARCHITECT HBsAg Reagent Kit 6C36-32
k4 ARCHITECT HBsAg Reagent Kit 6C36-29
ARCHITECT HBsAg Reagent Kit 6C36-34
Lll_J ARCHITECT HBsAg Reagent Kit 6C36-35
T ARCHITECT HBsAg Reagent Kit 6C3643
o ARCHITECT HBsAg Reagent Kit 6C36-44
LT. ARCHITECT HBsAg Reagent Kit 6C36-41
'; ARCHITECT HBsAg Reagent Kit 6C36-42
o ARCHITECT Anti-HBs Calibrators 7C18-01
LiJ ARCHITECT Anti-HBs Calibrators 7C18-03
) ARCHITECT Anti-HBs Controls 7C18-10
& ARCHITECT Anti-HBs Caontrols 7C18-13
ARCHITECT Anti-HBs Reagent Kit 7C18-20
: ARCHITECT Anti-HBs Reagent Kit 7C18-25
=
TS
— Page 2 of 6
'E TV SUD Product Service GmbH is Notified Body with identification no. 0123
LILIJ TUV SUD Product Service GmbH - Certification Body + Ridlerstrale 85 « 80339 Munich + Germany TOV
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¢ CEPTUOUKAT ¢ CERTIFICADO ¢ CERTIFICAT
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Frov SUD
ZERTIFIKAT ¢ CERTIFICATE ¢ PR

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. 03

Annex Il List A Products

Product Name

ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent kit
ARCHITECT HBsAg Confirmatory V.1 Calibrators
ARCHITECT HBsAg Confirmatory V.1 Controls
ARCHITECT HBsAg Confirmatory V.1 Reagent Kit
ARCHITECT HBsAg Qualitative Il Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit
ARCHITECT Anti-HBs Reagent Kit

Alinity i HBsAg Calibrators

Alinity i HBsAg Controls

Alinity i HBsAg Reagent Kit

Alinity i HBsAg Confirmatory V.1 Calibrators
Alinity i HBsAg Confirmatory V.1 Controls
Alinity i HBsAg Confirmatory V.1 Reagent Kit
Alinity i HBsAg Qualitative 1 Calibrators

Alinity | HBsAg Qualitative I| Controls

Page 3 of 6
TOV SUD Product Service GmbH is Notified Body with id

TUV SUD Product Service GmbH « Certification Body * Ridlerstrafe 65 803392 Munich « Germany

REF N°

7C18-27
7C18-28
7C18-30
7C18-34
7C18-37
7C18-38
9C94-01

9C94-10
9C94-25
2G22-35
7C18-29
7C18-41

7C18-39
7C18-42
7C18-33
08P0801
08P0810
08P0852
08P0901
08P0910
08P0922
08P1001
08P1010

entification no. 0123
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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)

No. V1 001922 0008 Rev. 03

Annex Il List A Products

Product Name

Alinity i HBsAg Qualitative Il Reagent Kit

Alinity i HBsAg Qualitative 1l Confirmatory Reagent Kit

Alinity i Anti-HBs Reagent Kit

Alinity i Anti-HBs Controls

Alinity i Anti-HBs Calibrators

Alinity i Anti-HBs Reagent Kit

Alinity s HBsAg Reagent Kit

Alinity s HBsAg Reagent Kit

Alinity s HBsAg Confirmatory Reagent Kit

Alinity s HBsAg Confirmatory Reagent Kit

Alinity s HBsAg Calibrator Kit

Alinity s HBSAg Callibrator Kit

Alinity s HBsAg Assay Control Kit

Alinity s HBsAg Assay Control Kit

Alinity s HBsAg Release Control Kit

Alinity s HBsAg Release Control Kit

ARCHITECT HBsAg Qualitative Il Controls
Alinity i HBsAg Qualitative |l Reagent Kit

Alinity i HBsAg Reagent Kit

Alinity i HBsAg Reagent Kit

Alinity i HBsAg Reagent Kit

Alinity i Anti-HBs Reagent Kit

Alinity i Anti-HBs Reagent Kit

Alinity i HBsAg Next Qualitative Calibrators
Alinity i HBsAg Next Qualitative Controls

Alinity i HBsAg Next Qualitative Reagent Kit
Alinity i HBsAg Next Qualitative Reagent Kit
Alinity i HBsAg Next Confirmatory Reagent Kit
ARCHITECT HBsAg Next Qualitative Reagent Kit
ARCHITECT HBsAg Next Qualitative Reagent Kit
ARCHITECT HBsAg Next Qualitative Reagent Kit

ARCHITECT HBsAg Next Confirmatory Reagent Kit

ARCHITECT HBsAg Next Qualitative Calibrators
ARCHITECT HBsAg Next Qualitative Controls

Page 4 of 6

REF N°

08P1022
08P1122
07P8922
07P8910
07P8901
07P8952
06P0255
06P0260
06P0357
06P0359
06P0202
06P0204
06P0210
06P0213
06P0212
06P0215
2G22-10
08P1032
08P0832
08P0822
08P0857
07P8932
07P8957
01R6401
01R6410
01R6422
01R6432
01R6522
4P76-25
4P76-30
4P76-35
4P77-25
4P76-01
4P76-10

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

TUV SUD Product Service GmbH « Certification Body + Ridlerstrae 65 - 80339 Munich « Germany
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EC Certificate

Full Quality Assurance System

Product Service

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. 03

Annex |l List B Products

Product Name

ARCHITECT Rubella IgM Reagent Kit
ARCHITECT Rubella IgM Calibrator
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 50of 6

REF N°

6C18-25
6C18-01
6C18-10
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 « Ridlerstraie 65 « 80339 Munich « Germany



A4 10717

THY SUD TUVESUL

FUy SUD

D TUV.SUOD TUV SUD iTUV SUD
55 € CEPTUOUKAT @ CERTIFICADO e CERTIFICAT

VisSUDITUV §0D TUV SU

-

TUV SUD TUV SUD TU

Yy SUD

TUVSUD TUVSUDE TOV SOD §O

A ARS A

ZERTIFIKAT e CERTIFICATE o

EC Certificate

Full Quality Assurance System

Product Service

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. 03

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

Alinity s CMV IgG Qualitative Reagent Kit
Alinity s CMV 1gG Qualitative Calibrator Kit
Alinity s CMV 1gG 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 1 08P4732
08P4701
08P4710
07P4322
07P4310
06P1045
06P1002
06P1010
06P1012
07P9320/ 07P9330
07P9301
07P8310
07P9220 / 07P9230
07P9201
07P9210

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

TOV SUD Product Service GmbH - Certification Body « Ridlerstrale 65 « 80339 Munich « Germany 1UV®



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 60979 ARCHITECT Estradiol Reagent Kit Self-declared
7K72-25
7K72-35
7K72-01 38249 ARCHITECT Estradiol Calibrators Self-declared
7K72-10 38248 ARCHITECT Estradiol Controls Self-declared
7K72-50 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) Longford, Ireland.
Harmonized Standards Listed in the Technical Documentation

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

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

Signature: /Ft a‘off\%?v_ ‘/3\45‘ W Signature: 45 waie (lotre 9
Full Name: 4 o hhan Wright FulliNemes Lorraine Whitney
Position: Director Quality Assurance/ Position: Senior Manager Regulatory Affairs
Site Quality Head
Date of Oo- Jun - 19 Date of cb Sin 2019
Approval: Approval:
Date b - Juv - 19 Place Issued Abbott Ireland Diagnostics Division,
Issued: Lisnamuck, Longford, Co. Longford, Ireland.
Effective (Lot

Supersedes 29 April 2019 mumber ordste) elo - JuN - { 7




) Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

DoC-6C32/7P24-All DELK

Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
6C32-20 48331 ARCHITECT HBeAg Reagent Kit (4x100 Tests) | Annex II List A
6C32-25 48331 ARCHITECT HBeAg Reagent Kit (1x100 Tests) | Annex II List A
6C32-27 48331 ARCHITECT HBeAg Reagent Kit (1x100 Tests) | Annex II List A
6C32-37 48331 ARCHITECT HBeAg Reagent Kit (1x500 Tests) | Annex Il List A
6C32-01 42007 ARCHITECT HBeAg Calibrators Annex II List A
6C32-10 42008 ARCHITECT HBeAg Controls Annex II List A
7P24-01 42007 ARCHITECT HBeAg Quantitative Calibrators Annex II List A
7P24-10 42008 ARCHITECT HBeAg Quantitative Controls Annex II List A

Authorized European
Representative (name and address)

N/A

Notified Body (name and address)

TUV SUD Product Service GmbH, RidlerstraBe 65, 80339 Munich,

Germany

Notified Body number

TUV SUD: 0123

Approval Certificate No.

TUV SUD: V7010051 0120

Storage site of technical
documentation (name and address)

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

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.

Signature:
/
Full Name: Dr. Jorg Amborn
Position: Director Quality Assurance
Date of Approval: § ?[ )rC"'A 03 -1

Date Issued:

/,Z '%ﬁ"‘ "/r?{f{ 0

Supersedes: 19-Dec-2019

Signature:
Full Name:
Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

q
//

Mr20 1

y ( /f\&

Susanne Ulrich

Senior Manager Regulatory Affairs
A2 [ (€ |20 Zo

65205 Wiesbaden, Germany

7 - ” ) 9
”& /74:" = ;)&;('6/




) Abbott

Declaration of Conformity

Certificate Identification: DoC-6C36-41/42/43/44-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
6C36-41 48321 ARCHITECT HBsAg Reagent Kit Annex II List A
6C36-42 48321 ARCHITECT HBsAg Reagent Kit Annex II List A
6C36-43 48321 ARCHITECT HBsAg Reagent Kit Annex II List A
6C36-44 48321 ARCHITECT HBsAg Reagent Kit Annex II List A
Authorized European N/A

Representative (name and address)

Notified Body (name and address) | TUV SUD Product Service GmbH

RidlerstraBBe 65
80339 Munich
Germany
Notified Body number 0123
Approval Certificate No. V10019220008
Storage site of technical Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, County

documentation (name and address) 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.

Signature: /(:Pe J\LM Signature: N E; ) _gg!s—& :

Full Name: Joe Murray Full Name: Noel Haren
Position: Director Quality Assurance/Site .
Quality Head Position: Manager Regulatory Affairs
Date of Approval: 70 Nov (4 Date of Approval: ] 3 Na é!Q !3
Date Issued: 20 Ny 2-9( 8]
N3 ¢
Place Issued: AIDD Sligo
Supersedes: 14 October 2019 Effective (Date or

Lot Number): 2o NoJ 20| (;'




Lloyd’s
Reqister

Certificate of Approval

This is to certify that the Management System of:

Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

& Abbott Diagnostics GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

has been approved by Lloyd's Register to the following standards:
ISO 9001:2015

(D ;JM

David Derrick - Area Operations Manager UK & Ireland
Issued by: Lloyd's Register Quality Assurance Limited

Current issue date: 17 January 2020 Original approval(s):

Expiry date: 30 September 2021 ISO 9001 — 23 September 1994
Certificate identity number: 10246646

Certificate approval number: LRQ 0925480/A

Approval number(s): ISO 9001 — 00004791
The scope of this approval is applicable to:

Design, development, manufacture, control of contract manufacturers, registration, stockholding and distribution
of in-vitro diagnostic devices.

o

v

UKAS

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued by: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom

Page 1 of 1
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ZERTIFIKAT @ CERTIFICATE

Management Service

CERTIFICATE

The Certification Body
of TUV SUD Management Service GmbH

certifies that

Abbott Ireland Diagnostics Division
Finisklin Business Park
Sligo
Ireland

has established and applies
a Quality Management System for

Design, development and manufacture of
in vitro diagnostic test Kits,
reagents and common liquid accessories.

An audit was performed, Order No. 707114974.

Proof has been furnished that the requirements
according to

ISO 9001:2015

are fulfilled.
The certificate is valid from 2020-04-01 until 2023-03-31.
Certificate Registration No.: 12 100 59742 TMS.

kS

Deutsche
Akkreditierungsstelle
D-ZM-14143-01-00

Product Compliance Management
Munich, 2020-03-25

TOV SUD Management Service GmbH e Zertifizierungsstelle  Ridlerstrasse 57 ® 80339 Miinchen ® Germany TUV®
www.tuev-sued.de/certificate-validity-check
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(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 001922 0022 Rev. 01

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

Abbott Ireland Diagnostics Division
Finisklin Business Park

Sligo

IRELAND

Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, IRELAND

EN 150 13485

tuv-sud.comips-cert

Design, develop and manufacture of in vitro

diagnostic test kits, reagents and common liquid
accessories for donor screening and/or the detection
and/or monitoring of hepatitis, cancers, cardiac

markers, congenital transmitted diseases,

determination of congenital disorders of the foetus,
endocrine disorders and haematological disorders,
therapeutic drug monitoring and infectious viral diseases.

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN 1SO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2020-04-24

Page 1 of 1

TUV SUD Product Service GmbH » Certification Body « Ridlerstrae 65 » 80339 Munich « Germany TV

713178712-05

2020-04-24
2023-03-24

C@IL\/

Christoph Dicks
Head of Certification/Notified Body




Lloyd’s
Reqister

Certificate of Approval

This is to certify that the Management System of:

Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

& Abbott Diagnostics GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

has been approved by Lloyd's Register to the following standards:
ISO 13485:2016

(D ;JM

David Derrick - Area Operations Manager UK & Ireland
Issued by: Lloyd's Register Quality Assurance Limited

Current issue date: 17 January 2020 Original approval(s):

Expiry date: 30 September 2021 ISO 13485 — 23 September 1994
Certificate identity number: 10246647

Certificate approval number: LRQ 0925480/A
Approval number(s): ISO 13485 — 00004790
The scope of this approval is applicable to:

Design, development, manufacture, control of contract manufacturers, registration, stockholding and distribution
of in-vitro diagnostic devices.

o

v

UKAS

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued by: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom

Page 1 of 1
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 054869 0011 Rev. 00

Product Service

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

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

Certification Mark:

EN SO 13485

tuv-sud.com/ps-cert

Scope of Certificate: Design, development, and production of reagents and
software for in vitro diagnostic use.
Design, development and manufacture of in vitro
diagnostic test kits and reagents for clinical chemistry.

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

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

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 054869 0011 Rev. 00

Report No.: 713189547
Valid from: 2020-09-01
Valid until: 2023-08-31

C@IL\/

Date, 2020-08-27 Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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Declaration of Conformity

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

DoC-6C55-63, 6E23-68-AIDD Sligo
Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, Ireland

List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
6C55-63 58793 ARCHITECT Trigger Solution Self-declared
6E23-68 61163 ARCHITECT Pre-Trigger Solution Self-declared

Authorized European
Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

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

Harmonized Standards

Listed in the Technical Documentation

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

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

responsibility of the manufacturer.
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Signature: e j\“‘”‘“"\ Signature: -\b)& &_’)\

Full Name: Joe Murray

Position: Quality Head

Director Quality Assurance/Site

g

Full Name: Noel Haren

Position: Manager Regulatory Affairs

Date of Approval: ’Z‘S S ep 2020 Date of Approval: g 9 < Q OO

Date Issued: A9 op Qo220 Place [ssued: AIDD Sligo
9

Supersedes: N/A

Effective (Date or :)\q %(3 e D\OD\O

Lot Number):




Abbott

A Promise for Life

This document certifies that:
Sergiu Sorocovici

has completed

Architect i2000SR

Levell / Level 2
Application, Operation, Troubleshooting

from 9 February 2015 to 13 February 2015

Trainer : Athanasios Plakas

Date: 13 Feb 2015
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