FI Abbott

Declaration of Conformity

Certificate Identification: ARCHITECT Solutions

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
1L.56-40 590358 ARCHITECT Probe Conditioning Solution Self-declared
6C54-58 58236 ARCHITECT Concentrated Wash Buffer Self-declared
6C54-82 58236 ARCHITECT Concentrated Wash Buffer Self-declared
6C54-88 58236 ARCHITECT ARM Concentrated Wash Buffer Self-declared
6C55-60 58793 ARCHITECT Trigger Solution Self-declared
6C55-82 58793 ARCHITECT Trigger Solution Self-declared
6E23-65 61163 ARCHITECT Pre-Trigger Solution Self-declared
6E23-82 61163 ARCHITECT Pre-Trigger Solution Self-declared
7D82-50 58208 ARCHITECT Multi-Assay Manual Diluent Self-declared
Authorized European | N/A
Representative
(Name and Address)
Storage site of technical | Apbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, County Sligo, Ireland.
documentation | j
(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 Qctober 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member

slates.

This declaration is made in accordance with Annex 11 of the IVD Directive and is issued under the sole responsibility of the

manufacturer, %

Signature:

Full Name:
Position:

Date of Approval:
Date Issued:

Supersedes:

Signature: /{c‘t--; grve | g Feeq
it

__ Niall Plunkett Full Name: [ orraine Whitney _
Quality Manager Position: Senior Manager Regulatory Aftairs
\b Oc~ ‘L Date of Approval: L Ot 2ot
. Woory . — Place Issued: AIDD Sligo
Effective (Date or i
LO7July2004 Lot Number): -—12-0CT Iy o

Digitally signed by Ceaicovschi Tudor
Date: 2020.12.28 14:12:39 EET
Reason: MoldSign Signature
Location: Moldova
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Declaration of Conformity

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

AIDD 3P36

Abbott Ireland Diagnostics Division

Finisklin Business Park

Sligo
Ireland
List Numbers GMDN Code Names and Description of Devices Classification
#nd Size Code
of Devices
3P36-20 17259 ARCHITECT AFP Reagent Self-declared
3P36-25
3P36-30
3P36-35
3P36-01 38167 ARCHITECT AFP Calibrators Self-declared
3P36-10 38166 ARCHITECT AFP Controls Self-declared
Authorized European | N/A
Representative
(Name and Address)
Storage site of technical

documentation
(Name and Address)

Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, County Sligo, Ireland.

Department: Regulatory Affairs.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro d

iagnostic 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

Full Name:

Position:

Signature:

/{/}'9“” v ik é[ /’(‘H. 'f bt
: g

[ate of Approval:

Lorraine Whitney

Senior Manager Regulatory Affairs

Zol Y

(JL( j o '{u-{
-

states.
This declaration is made in accovdance with Annex 111 of the IVD Directive and is issued under the sole responsibility of the
manufacturer, " Y
<
Signature: du=
Full Name:  Niall Plunkett
Position:  Quality Manager
Date of Approval: O3 Tuw
Date Issued: oO% A\

Supersedes:

o 13Jan2013

Place Issued:

Effective (Date or

Lot Number): -
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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

2 Srpvit



) 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 |




= et
Declaration of Conformity

Certificate Identification: 02K46 LC IRIS V2
Legal Manufacturer’s Name: Abbott Laboratories
Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, IL 60064 USA

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

2K46-20 58728 ARCHITECT Anti-Tg Reagent Kit Self-declared
2K46-25
2K46-01 55199 ARCHITECT Anti-Tg Calibrators Self-declared
2K46-10 55200 ARCHITECT Anti-Tg Controls Self-declared
Authorized European Abbott GmbH & Co. KG

Representative (name and address) | Max-Planck-Ring 2

65205 Wiesbaden, Germany

Storage site of technical Fisher Diagnostics

documentation (name and address) | a division of Fisher Scientific Company LLC

a part of Thermo Fisher Scientific Inc.

8365 Valley Pike, Middletown, 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 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.

# - : ; ’7 i f
e g ot f A s YLD Munaud
Full Name: -~/ =z /J{/}Z/{ éf/é/lﬁ/'?’? Full Name: ‘
Position:  Quality Manager Position: ~Regulatory Affairs Manager

Date of Approval: .:5:’?/ /;?.{‘/‘5/ Date of Approval: S I ,u ]7,(‘_)1 S o
ool ﬁa&or&_‘s Dk@cec e Diygon

Date Issued: S/AR /A0S Place Issued:

: Effective (Date or YRYY
Supersedes: May 23, 2005 ot by f{‘/ Dg/20\S

»




a Abbott

Declaration of Conformity

Certificate Identification: 02K47 LC IRIS V2
Legal Manufacturer’s Name: Abbott Laboratories
Diagnostics Division
Legal Manufacturer’s Address: 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
2K47-22
2K47-25
2K47-27
2K47-01 55210 ARCHITECT Anti-TPO Calibrators Self-declared
2K47-10 55211 ARCHITECT Anti-TPO Controls Self-declared

Representative | Max-Planck-Ring-2

Authorized European | Abbott GmbH & Co. KG

(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.
8365 Valley Pike, Middleton, VA 22645-1905 USA

Harmonized Standards | Listed in the Technical Documentation

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

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

manufacturer.

Signature:

Full Name: __l ( / \ l ‘ [ ym H { (/\n, H\”?S

Position:  Quality Manager
Date of Approval: (2. / DY /_2/(‘”4
Date Issued: /(A }/c.;') 20 \/
Supersedes: 2% j U’ ['-7 200 b

Signatu%_%\\g,&.«_ O"@\ \M(ww\»%%

Full Name: Mu..c ! ,“\J\X\m n \\\‘\WRL&\

Position: Regulatory Affairs Manager

12 n\amL\
A bbott l%%ﬂ:’a(vn‘rs Df‘:’c/‘-‘vm-‘i .

Place Issued: “ A"} 154 le ooty USA

Effective (Date or l2- I - /
Lot Number): / / /ZO ‘/

Date of Approval:




Abbott

Declaration of Conformity

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

DoC-2K91-SD DELK TPM
Abbott GmbH & Co. KG

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

IS"::: T:Zg::ab:ﬁ)i:?ces Gg: tli)eN Names and Description of Devices Classification
2K91-24 60976 ARCHITECT CA 19-9x¢ Reagent Kit Self-declared
2K91-32 60976 ARCHITECT CA 19-9xz Reagent Kit Self-declared
2K91-39 60976 ARCHITECT CA 19-9 xz Reagent Kit Self-declared
2K91-03 38225 ARCHITECT CA 19-9 v Calibrators Self-declared
2K91-12 38224 ARCHITECT CA 19-9 4 Controls Self-declared

Authorized European
Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

Fujirebio Diagnostics, Inc., 201 Great Valley Parkway, Malvern, Pennsylvania

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 III of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

) A=

Signature: y Signature:

Full Name: Dr. Jérg Amborn Full Name:
Position: Director Quality Assurance Position:

Date of Approval: o -06- (1 Date of Approval:

Date Issued:
Place Issued:

Supersedes:

Effective (Date or
Lot Number):

hcewe Lo

Susanne Ulrich

Senior Manager Regulatory Affairs
15 P— [/ /019
A
14 | (:,k,tn | ZoAS

65205 Wiesbaden, Germany

16. December 2016

/3 DN\ \ 2018




] 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
7K 68-22 54615 ARCHITECT CEA Reagent Kit Self-declared
7K68-27 54615 ARCHITECT CEA Reagent Kit Self-declared
7K 68-32 54615 ARCHITECT CEA Reagent Kit Self-declared
7K68-35 54615 ARCHITECT CEA Reagent Kit Self-declared
7K 68-02 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: /gﬁ v"\‘»w\ Signature: /fJLz- apt \/(/\1 f~e
= J

Bl N Joe Murray Pl Name: Lorraine Whitney
Position: Quality Manager Position: Senior Manager Regulatory Affairs
Date of Approval: O5 T, (- Date of Approval: 05 Joyy

Date Issued: 05 Jan (&

Place Issued: AIDD Sligo

Supersedes: 25 Sep 2014

Effective (Date or o B
Lot Number): 05 Jov1 |7




EAbbott

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity

08D15 LC

IRIS V5.1

Abbott Laboratories
Diagnostics Division

Legal Manufacturer’s Address: Abbott Park, IL 60064 USA
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
8D15-25 54125 ARCHITECT Cortisol Reagent Kit Self-declared
8D15-35
8D15-02 54126 ARCHITECT Cortisol Calibrators Self-declared

Authorized European
Representative (name and address)

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

Storage site of technical
documentation (name and address)

Fisher Diagnostics

a part of Thermo Fisher Scientific Inc.

a division of Fisher Scientific Company LLC

8365 Valley Pike, Middletown, 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 Vitro Diagnostic Medical Devices as they are transposed into the laws of the member states.

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

manufacturer.

Signature:

Full Name

Position:

Date of Approval:

Date Issued:

Supersedes:

B € iz

l e"IH oy Q&(ﬁm“u Signaturz-w\r\c\_&‘_. )

W (i e Qleilipe rutName: Mo Basen thaconssder
Quality Manager ‘ Position: Regulatory Affairs Manager

5/’/{ ?‘!2,935“ Date of Approval: (o l(‘:_-’; l =

b /Y /261 Abbott Lablloratories

Place Issued:

August 8, 2012

Effective (Date or
Lot Number): — -

Diagnostic Division
Abbott Park, IL 60064 USA
(e /Y [206VS~




) 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




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: DoC-7K71- 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
7K71-20 54669 ARCHITECT Free PSA Reagent Kit Annex II List B
TK71-25 54669 ARCHITECT Free PSA Reagent Kit Annex II List B
7K71-01 38183 ARCHITECT Free PSA Calibrators Annex II List B
7K71-10 38182 ARCHITECT Free PSA Controls Annex II List B
Authorized European N/A

Representative (name and address)

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

Ridlerstrafle 65
80339 Munich
Germany
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: Resnlatory, Affirs;

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: /kgj« OKM Signature: \\ﬁ S\g_-’\;.:gr\__

Full Name: Fose My Full Name: Noel Haren
Position: Director Quality Assurance/Site Position: Manager Regulatory Affairs
Quality Head
Date of Approval: ’20 Nov 14 Date of Approval: | \)oy 2019
Date Issued: 2o N0y 290]8
Place Issued: AIDD, Sligo
Supersedes: 14 October 2019 )
Effective (Date or 2o Mno) 2919

Lot Number):



am

Declaration of Conformity

Certificate Identification:

Legal Manufacturer’s Name: Abbott Ireland Di

7K63

stics Division

Legal Manufacturer’sAddress: Lisnamuck, Longford, Co. Longford, Ireland

List Numbers GMDN Code

and Stae Names and Description of Devices Classification

of Devices

TK63-27 54417 ARCHITECT Free T; Reagent Kit Self-declared
7K63-32
TK63-37
7K 6302 38261 ARCHITECT Free T Calibrators Self-declared
7K63-12 54418 ARCHITECT Free T; Controls Self-declared
Authorized European N/A
Representative
(Name and Address)
Storage of technical documentation | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford,
(Name and Address) Ireland
Farssieed 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: _{, {LIATES R’ibrk/ Sgire:_fpnars (M hes
E,
Full Name: Siobhan Wright Full Name: Lorraine Whitney
Position: Director Quality Assurance/ Position: Senior Manager
Site Quality Head Regulatory Affairs
eeol . o uaY- o010 Date of Approval: __ 0| v1dy 2020
O - MAY- WOl Abbott Ireland Di ics Division,
Date Issued: Place Issued: | jsnamuck, Longford, Co. Longford,
Ireland.
Supersedes: 24-April-2019 Effective (Datc or ol -HMAY - Wolo

Lot Number):



a Abbott

Declaration of Conformity

Certificate Identification: 7K65-22/-24/-27/-29/-32/-34/-35/-39, TK65-02, 7K65-10
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
7K65-22 54413 ARCHITECT Free T4 Reagent Kit Self-declared
TK65-24
TK65-27
7K65-29
7K65-32
7K65-34
7K65-35
7K65-39
7K65-02 38259 ARCHITECT Free T4 Calibrators Self-declared
7K65-10 38258 ARCHITECT Free T4 Controls Self-declared
Authorized European Representative | N/A
(Name and Address)
Storage of site technical | Apbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford, Ireland.
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 IIl of the IVD Directive and is issued under the sole responsibility of
the manufacturer.

. ) - N -
Signature: i/ tgcfwv L\A gW Signature: pof s SANORA CALLA Gt S(sllbjfz/
Full Name:  Siobhan Wright Full Name: Lorraine Whitney
Positi Director Quality Assurance/ Position:  Senior Manager Regulatory Affairs
osition:
Site Quality Head
Patg Of 19- L -1 9 Date of Approval: 2S5 - AR~ 269
Approval:
1R- W -( L" Abbott Ireland Diagnostics Division,
Date Issued: Place Issued: [ jsnamuck, Longford, Co. Longford,
Ireland
Supersedes: _ 26-July-2017___ Effective (Date or L -APAL-1 9

Lot Number):



Memo

To Whom it may concern
I will be out of office Tues 23rd to Fri 26t April 19.

My signature during this time is delegated to Noel Haren and Sandra Gallagher.

/0 warw (Leihen, [? vt 2019
Lorraine Whitney /
Senior Manager Regulatory Affairs

Site Operations Ireland
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A Promise for Life



Declaration of Conformity

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

07K75

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

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

7K75-10 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 0of 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.

. . . . Iy
Signature: /R\W Q\vcyb./ Signature: /VOr/zw' & C)L\ (’\U«,
[/ -
Full Name:  §jobhan Wright Eull Name: Lorraine Whitney
- Director Quality Assurance/Site Position: Senior Manager Regulatory Affairs
Position: .
Quality Head
Daslat v -Aee-19 Date of Approval: (4 A2 2019
Approval:
W -ne R -9 Abbott Ireland Diagnostics Division,
Date Issued: Place Issued: [ jsnamuck, Longford, Co. Longford,
Ireland
Supersedes: 15 Nov 2018 EiCcuye (Dalclon 24 - APR - L 9

Lot Number):




) 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| (;'




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
2P40-35

54254

ARCHITECT LH Reagent Kit

Self-declared

2P40-01 38270

ARCHITECT LH Calibrators

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 IIT of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: /(‘Sbeﬁ;y W Gy Signature: Aorlfﬂ/ice (s ‘le
U =g
Full Name:  Sjobhan Wright Full Name: ¢ o raine Whitney
... Director Quality Assurance/Site Position: Senior Manager Regulatory Affairs/
Position: .
Quality Head
Date of B 1 . PR 20(4
Approval: 4 ﬂv‘% $ Date of Approval: / 9 A
24 -nPK-| ﬁ Abbott Ireland Diagnostics Division,
Date Issued: Place Issued: [ jsnamuck, Longford, Co. Longford,
Ireland
Supersedes: 12 OCT 2018 EHeCEADatEs Qe-p- g

Lot Number):




— | Abbott

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.

s Pl ; 3
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):
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