Lloyd's
Register

Certificate of Approval

This is to certify that the Management Sys\em bf:

Abbott|Laboratories Diagnostics Division

1i0£} Abbott Park Road, Abbott Park, i, 60064, United States

has been approved by LRQA to the following stan&ards:
ISO 134852016

opfVtiy—

| Cliff Muckleroy - Area Operations Manager Ame‘aricas

Issued by: Lloyd's Register Quality AssuraTce Inc.

for and on behalf of: Lloyd's Register Quality Assurance Limited

This certificate is vaLd only in association with the certificate schedule bearmg the same number on
i ' locations applicable to this approval are llsted

Current issue date: 18 October 2018 Original approvai(s}

Expiry date: 12 October 2021 ISO 13485 -7 December 2017
Certificate identity number: 10155326 |
|

| Approval number(s): 13O 13485 — 0015%580@

| The scope of this approval is applicable to:!

Design, Manu?actura}, Development, instaliation, Service and Support of ln V§iro Diagnostic Products |

Test Kits, Reagents, Accessories and nstrtlmanfa

vhich the

MANAGEMENT
SYSTEMS
\
Uloyd's Regisler Group Limited, i1s aliiliatep and subgidianes, including Lloyd's Register Quality Assurance Limitad (LRQA), and Lheir respective officers, ampinyar: sn agents are individually and rollesiv I\ eimerar fom fn cinins
"Lloyds Register. Lloyd's Regisler assimes no respansibility and shall nol be bable te any person for any loss, damage or expense caused by refiance on the jnformalian ar advice i u s ol rl 0"

fas sigried a coniract wilh the relevant Lioyd's Register enlily for the provision of this Information o sdvice and in thal case any responsibility or liabilily is exclusively pn the lerms '|nd co el o
lssued by Lloyd's Reqisler Quality Assuranee, Inc., 1330 Enclave Farkway, Suite 200, Houston, Texas 77077, United Slales for and on behalf of: Loyd's Regisler Quality Assurance L|m||ed 1 Tonity Park B|cke hull Lang
7ES, United Kingdom |

Birmingham 3



' Lloyd's
Register

Certificate Schedyle

Certificate identity number: 1015532

Location

Activities

\
\
|
100 Abbott Park Road| Abbott Park, IL, 60064,
United States ‘

\

SO 13485:2016

Design, Manufaoturé, Development, Installation,
Service and Support of In Vitro Diagnostic
Products including Test Kits, Reagents,
Accessories and Instruments.

Caonway Park, 675 Norf'th Field Drive, Lake Forest,
(L., 60045, United States
|

ISO 13485:2016 |

Oversight of the Qu$lity Management System for
the Abbott Dlagnoshc‘a Division Sites,

K Complex Dlstrlbuthm Center

Route 41 & Martin Luthﬁer King Drive, North Chicago,

IL.. 60064, United States

ISO 13485:2016 |

Distribution of In Vitfo Diagnostic Products
including Test Kits, Teagents, Accessories and
Instruments. |
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" L Llnyd's Registar enlity lof he provision of this informalion ar advlee and In thal case any il
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Lloyd's
Register

Certificate of Approval

This is to certify that the Management System of:

Abbott Laboratories Diagnostics Division

\
100 Abbott Park Road, Abbott Park, 1L, 60084, Uinited Stalss
|

has been approved by LRQA to the following standards:
ISO 9001:2015

ipyf by —

Cliff Muckleroy - Area Operations Manager Americas
Issued by: Lloyd's Register‘QuaIity Assurance, Inc.
for and on behalf of: Lloyd's Register Quality Assurance Limited

This certificate is valid only in association with the certificate schedule bearing the same number an which the
locations applicable to thjs approval are listed.

Current issue date: 13 October 2018 Orfginai approvai{s).
Expiry date: 12 October 2021 ISO 9001 - 3 December 2017
Certificate identity number: 10155324

% Approval number(s): ISO 9001 — 0015681

The scope of this approval is applicable to: -
Design, Manufacture, Development, Instaliation, Service and Support of In Vitro Diagnostic Praducts i
Tast Kiis, Reagenis, Accessories and instruments.

nchuding

o

v

UKAS

MANAGEMENT
SYSTEMS

001

Lioyd's Register Group Limiled, ils affiliales and subsldiaries, including Lloyd's Reglster Quality Assurance Limited {LRQA), and thelr respeclive officers, Emplayeas tr agents ate. individually and collnclively, rafarrad Ic: i tins claus As
‘Lioyd's Regisler*. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage ar expense caused by reliance on the informatiop or advice in this document ar howsoever provided 1 I- 5 rha o

hias signed a contracl with Lhe 1elevant Ltoyd's Register entity for the provision of this information or advice and in that case any responsibllity or liabilily is exclisively ap he lnans aned eonditions snt ol in that raniract

Issued by: Lloyd's Register Qualily Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houslon, Texas 77077, Uniled Stales for and on behall of: Lioyd's R‘(glsluv Qu-:l‘ly Assurance Limilar 1 Tenity Rark Bickaninll L one, [

7ES, United Kingdom




Lloyd’s
Regqister

Certificate Schedule

Certificate identity number: 10155324

Location Activities B
100 Abbott Park Road, Abbott Park, IL, 60064, ISO 9001:2015
United States Design, Manufacture, |[Development, Installation,

Service and Support df In Vitro Diagnostic
Products including Test Kits, Reagents,
Accessories and Instruments.

Conway Park, 675 North Field Drive, Lake Forest, IL, ISO 9001:2015
60045, United States Oversight of the Quality Management System for
the Abbott Diagnostics Division Sites.

K Complex - Distribution Center ISO 9001:2015 |
Route 41 & Martin Luther King Drive, North Chicago,  pistribution of In Vitro|Diagnostic Products
IL, 60064, United States including Test Kits, Reagents, Accessories and

Instruments.

Uloyd's Regisler Group Limlled, lis affiliales and subsldlaries, Including Lloyd's Reglster Quality Assurance Limiled (LRQA), and their respeclive offlcers, empinyaes or agents are. individually and colleclively. referred o in (s
‘Lloyd's Register’. Lloyd's Regisler assumes no responsibilily and shall nol be liable to any person for any loss, damage or expenss caused by reliance on the infarmation or advice in Ihis document or hawsosver provided, L
has signed a contracl wilh the relevant Lioyd's Replster antlty for the provislon of this Informallon or advice and In that case any responsibliily or labllity Is exclisssty nfi The lerms and conditions set aul In that canlract
Issued by: Lloyd's Register Quality Assurance, Inc.. 1330 Enclave Parkway, Suile 200, Houslon, Texas 77077, Uniled Slates for and on behall of: Lloyd's Regisiar (lunlily Assurance Linviled, 1 Trinily Park, Bickenhill Lane, Bimmingtiaim 527
7ES, Uniled 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 001922 0017 Rev. 00

Manufacturer: Abbott Ireland Diagnostics Pivision
Finisklin Business Park
Sligo
IRELAND

Product: Screening test for Hepatitis B marker

Model(s): ARCHITECT HBsAg

Parameters: Product Name REF N°
ARCHITECT HBsAg Reagent Kit 8C36-22
ARCHITECT HBsAg Reagent Kit 6C36-27
ARCHITECT HBsAg Reagent Kit 6C36-32
ARCHITECT HBsAg Reagent Kit 6C36-29
ARCHITECT HBsAg Reagent Kit 6C36-34
ARCHITECT HBsAg Reagent Kit 6C36-35
ARCHITECT HBsAg Reagent Kit 6C36-41
ARCHITECT HBsAg Reagent Kit 6C36-42
ARCHITECT HBsAg Reagent Kit 6C36-43
ARCHITECT HBsAg Reagent Kit 6C36~44
ARCHITECT HBsAg Calibrators 3M61-01
ARCHITECT HBsAg Calibrators 3M61-02
ARCHITECT HBsAg Controls 6C36-10

been carried out on the respective devices in accordance with IVDD Annex |V (4). The design of the

The Certification Body of TUV SUD Product Service Grin declares that a ‘esign examination has
devices conforms to the requirements of this Directive. See also notes overleaf.

Report No.: 713155489-2_07
Valid from; 2019-03-30
Valid until: 2022-03-31

Date, 2019-03-29 / / )

Stefan Prei

Page 1 of 1 ‘
TUV SUD Product Service GmbH is Notified Body with identification no. b123i

TOV SUD Product Service GmbH » Certification Body ¢ Ridlerstralle 65 « 80339 h‘Aunich * Germany



EC CERTIFICATE

. - _
Abbott Irela‘nd Diagnostics Division
Finisklin Business Park

Sligo IRELAND }

EC Design 4- Examination Certificate

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

|
Device Description: | ; .
Chemiiuminescent Microparticle Inmunoassays for the detection of Hepatitis B Surface Antigen on the Abbott
ARCHITECT analyser

Annex II List A

Model Type:

i
Device Classifications:l
Please refer to Attachment: 1
|
i

|
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 secticn 4 of the aforementioned directive as transposed into
national legislation. ‘ his certificate is issued with 1 attachment listing product references.
|

File Number A18074 Cycle Start Date October 11, 2018
Certificate Number 471.181011 Effective Date October 11, 2018
Initial Issue Date June 23, 2006 Expiry Date March 31, 2022 :
Authorised by Z
y P, ¥ :.'E ~ ’ ; |
N |
Notified Body PeuBaydh ;
Certification Manager Check Certificate
For and on Behalf of UL Internatioral (UK) Lid | Status: |
" UL International (UK) Limited
OD-MBIYEODO«%4IBS:uE:E15.U Wonersh House| ThelGuildway, Old Portsmouth Road,

Guildfard, Surrey, GU3 1LR, United Kingdom




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 ‘

ARCHITECT HBsAg Calibrators 3M61-01
ARCHITECT HBsAg Calibrators 3M61-02
ARCHITECT HBsAg Reagent Kit 6C36-22
ARCHITECT HBsAg Reagent Kit 6C36-27
ARCHITECT HBsAg Reagent Kit 6C36-29
ARCHITECT HBsAg Reagent KIt 6C36-32
ARCHITECT HBsAg Reagent Kit 6C36-34
ARCHITECT HBsAg Reagent Kit 6C36-35
ARCHITECT HBsAg Reagent Kit 6C36-41
ARCHITECT HBsAg Reagent Kit 6€36-42
ARCHITECT HBsAg Reagent Kit 6C36-43
ARCHITECT HBsAg Reagent Kit 6C36-44
ARCHITECT HBsAg Controls 6C36-10

File Number A18074

Certificate Number

Notified Body

0843

IVDD A4 S$4 DE
00-MB-AC043 Issue; 15.0

471.181011
Initial Issue Date June 23, 2006

Cycle Start Date October'11, 2018
Effective Date October|11, 2018

Authorised by
’R}GL

Paul Daysh
Certification Manager

Classiflcation
Annex Il Lst A -
Annex I List A} -
Annex Il List A -
Annex Il List Al -
Annex |l List A -
Annex |l List A| -
Annex Il List A] -
Annex Il List A| -
Annex 1l List A| g
Annex il List A -
Annex Il List A| -
Annex il List A| -
Annex Il List A -

Expiry Date March 31, 2022

For and on Behalf of UL Infernational (UK) Ltd

G/UMDN Code

Check Certificate
Status:

| UL International (UK) Lirnited
Wonersh House, Thg‘Guildway, Old Portsmouth Road,

Guildford,

urrey, GUS 1LR, United Kingdom



i

] Abbott

Declaration of Conformity

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

DoC-6C36-AIDD Sligo
Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, Ireland

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

of Devices
6C36-22 48321 ARCHITECT HBsAg Reagent Kit Annex IT List A
6C36-27 48321 ARCHITECT HBsAg Reagent Kit Annex IT List A
6C36-29 48321 ARCHITECT HBsAg Reagent Kit Annex II List A |
6C36-32 48321 ARCHITECT HBsAg Reagent Kit Annex IT List A |
6C36-34 48321 ARCHITECT HBsAg Reagent Kit Annex IT List A
6C36-35 48321 ARCHITECT HBsAg Reagent Kit Annex 11 List A |
3M61-01 41999 ARCHITECT HBsAg Calibrators Aunnex II List A
3M61-02 41999 ARCHITECT HBsAg Calibrators Annex II List A )
6C36-10 42000 ARCHITECT HBsAg Controls Annex IT List A
Authorized European N/A 1]

Representative (name and address)

Notified Body (name and address)

TUV SUD Product Service GmbH
Ridlerstrafle 65

80339 Munich

Germany

UL International (UK) Ltd
Wonersh House,

The Guildway,

Old Portsmouth Road,
Guildford,

Surrey, GU3 1LR

Notified Body number

0123 (TUV SUD Product Service GmbH) & 0843 (UL International (UK) Lid) |

Approval Certificate No.

V10019220008 (TUV SUD Product Servicg GmbH) & 361 (UL International ‘

(UK) Ltd)

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




] Abbott

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 #ssued under the sole

responsibility of the manufacturer.

e hy

Signature:

Full Name: Joe Murray

Position: Director Quality Assurance/Site
Quality Head

Date of Approval: /.4 Mo (4

29 M b 2019

Date Issued:

05 Jan 2017

Supersedes:

L q>,\;><¢:3; '\Qm,,.m -------

Signature;
NS e e
Full Name: Lorra|+e Whitney
Position: Senior‘Manager Regulatory Affairs
|

Date of Approval: 'D\q MO\I‘CL.. ;{O lq
\

Place Issued: AIDD ‘ﬁligo

?BQ m\.’tl’\ SO\ Y

Effective (Date or
Lot Number);
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EC Certificate

EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Dev}icesj. (ivDD}, Annex IV (4)
(List A) L

WX

Praduct Service

No. V7 001922 0017 Rev. 00
‘ } Ll .

Manufacturer: Abbott Ireland Diagnostics Division
Finisklin Business Park
Sligo
IRELAND

Product: Screening test for Hepatitis B marker

Model(s): ARCHITECT HBsAg

Parameters: Product Name REF N°
ARCHITECT HBsAg Reagent Kit 6C36-22
ARCHITECT HBsAg Reagent Kit 6C36-27
ARCHITECT HBsAg Reagent Kit 6C36-32
ARCHITECT HBsAg Reagent Kit 6C36-29
ARCHITECT HBsAg Reagent Kit 6C36-34
ARCHITECT HBsAg Reagent Kit 6C36-35
ARCHITECT HBsAg Reagent Kit 6C36-41
ARCHITECT HBsAg Reagent Kit 6C36-42
ARCHITECT HBsAg Reagent Kit 6C36-43
ARCHITECT HBsAg Reagent Kit 6C36-44
ARCHITECT HBsAg Calibrators 3M61-01
ARCHITECT HBsAg Calibrators 3M61-02
ARCHITECT HBsAg Controls 6C36-10

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_07
Valid from: 2019-03-30
Valid until: 2022-03-31

Date, 2019-03-29 / / f

Stefan Preil

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

TUV SUD Product Serviee GmbH + Certification Body « Ridlerstrale 65 » 80338 Munich Germany

Tov®



. 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 Immunoassays for the detection of Hepatitis B Surface Antigen on the Abbott

ARCHITECT analyser

Device Classlfications:
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 ﬂhe design of the device(s) listed
conforms with the relevant provisions of Annex IV section 4 of the aforementioned idlrectlve as transposed into |
national legislation. This certificate is issued with 1 attachment listing product references.

File Number A18074 Cycle Start Date October|11, 2018
Certificate Number 471.181011 Effective Date October|11, 2018
Initial Issue Date June 23, 2006 Expiry Date March 31, 2022
Authorised by
Notified Body Paui Daysh ' ,
: Certification Manager Check Certificate |
43 For and on Behalf of UL Intemational (UK) Ltd Status: < - |
UL International (UK) Limited
om'l’fo%‘lf‘;ui’ﬁs.o Wonersh House, The|Guildway, Old Portsmouth Road,

Gulldford, Surrey, GU3 1LR, United ngdom



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: ‘

i
Model/Type Classification | G/UMDN Code

ARCHITECT HBsAg Calibrators 3M61-01 Annex || List A| -
ARCHITECT HBsAg Calibrators 3M61-02 Annex I| List A =
ARCHITECT HBsAg Reagent Kit 6C36-22 ' Annex || List A| -
ARCHITECT HBsAg Reagent Kit 6C36-27 Annex li List Aj -
ARCHITECT HBsAg Reagent KIt 6C36-29 Annex || List Al -
ARCHITECT HBsAg Reagent Klt 6C36-32 Annex || List A| -
ARCHITECT HBsAg Reagent Kit 6C36-34 Annex I List Al -
ARCHITECT HBsAg Reagent Kit 6C36-35 Annex | List A| -
ARCHITECT HBsAg Reagent Kit 6C36-41 Annex || List A| -
ARCHITECT HBsAg Reagent Kit 6C36-42 Annex || List A -
ARCHITECT HBsAg Reagent Kit 6C36-43 Annex || List A| -
ARCHITECT HBsAg Reagent Kit 6C36-44 Annex I List A| -
ARCHITECT HBsAg Controls 6C36-10 Annex Il List A, -
! )
|
File Number A18074 Cycle Start Date October 11, 2018
Certificate Number 471.181011 Effective Date October 11, 2018
initial Issue Date June 23, 2006 Expiry Date March 31, 2022

Authorised by

{
\ [T

Notified Body

Paul Daysh
Certification Manager Check Certificate
For and on Behalf of UL Intemational (UK) Ltd Status:
e | | 'UL International (UK) Limnitec
00-MB-A0043 Issue; 15,0 Wonersh House, The Guildway, Old Portsmouth Road.

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

EC Certificate

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

No. V1 010051 0103 Rev. 00

\
Manufacf;urer: Abbott GmbH & Co. KG ‘
Max-Planck-Ring 2
65205 Wieshaden
GERMANY

Product Category(ies): Products for determmatlon of mfectlon
markers |

¢ CERTIFICADO o CERTIFICAT

i ; The Certlﬂcatlpn Body of TUV SUD Product Service GmbH declares that the aforementioned
e manufacturer has implemented a quality assurance system for design, manufacture and final
o] -~ inspection ofthe respective devices / device families in accordance with VDD Annex IV. This quality
o 9 assurance system conforms to the requirements of this Directive and is subject to periodical
,:" S. surveillance, For marketing of List A devices an additional Annex IV (4) certlflcate is mandatory. Seel
_ also notes ovelrleaf. |
-
=] | B
i Report no.: 713155472-1_01
o g =
’- Valid from: 2019-03-30
! 'EH']HI Valid until: 2021-09-30
i

=7
AL

Date, 2019-03-29 / W

Stefan Preif}

|
Page 1 of 9 i
TOV SUD Product Service GmbH is Notified Body with identification np 0123

ZERTIFIKAT o CERTIFICATE &

TOV SUD Product Service GmbH » Certification Body - Ridlerstralke 65 « 80319 quich = Germany

BUV SUD S/ SUD TEF&SUD TUWELD TUVSEE
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EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Anngx IV excluding (4, 8)

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

Produdt Service

UV SUD iy

 CEPTUOMKAT o CERTIFICADO & CERTIFICAT

No. V1 010051 0103 Rev. 00

UV su

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

TUV S

Facility(ies): Abbott GmbH & Co. KG |
Clllty( ?S) Max-Planck-Ring 2, 65205 Wiesbaden, GERMANY

The productsf detailed below are covered under the scope of this cértificate:

Annex |l List A Products

Product Name REF N°
PRISM HIV O'Plus Assay Kit 3D34-48
PRISM HBsAg Assay Kit 3A47—48
PRISM HCV Assay Kit A52-48
PRISM HTLV-I/HTLV-II Assay Kit 6A53-48
PRISM Positive Run Control Kit 5E22-11
PRISM Run Contro! Kit 5E22-10
I, PRISM HBcore Assay Kit 1A77-48
e PRISM HBsAg Confirmatory Kit q016-48
Pl PRISM HIV Ag/Ab Combo Assay Kit 7G46-48
| B2 PRISM Run Control Kit 2K24-10
# PRISM Positive Run Control Kit 2K24-11
‘ ARCHITECT Anti-HCV Reagent Kit 6‘ﬁ37-22
(W] ARCHITECT Anti-HCV Reagent Kit 6;C37—27
o ARCHITECT Anti-HCV Reagent Kit 6£37-32
o ARCHITECT Anti-HCV Reagent Kit 6C37-37
- 2 ARCHITECT Anti-HCV Reagent Kit 6C37—74
: ": ARCHITECT Anti-HCV Reagent Kit 6C37-77
L = ARCHITECT Anti-HCV Reagent Kit 6(‘337—78
= ARCHITECT Anti-HCV Calibrator 6C37-01
:; ARCHITECT Anti-HCV Calibrator 6C37-09
- ARCHITECT Anti-HCV Controls 6C37-10
* ARCHITECT Anti-HCV Controls 6¢37-19
o ARCHITECT Anti-HBc IgM Reagent Kit 6¢33-20
< |
ng ‘
[T
= Page 2 of 9
5- TUV SUD Product Service GmbH is Notified Body with identification no. 0123
N TUV sUD Product Service GmbH - Certification Body + Ridlerstrafie 65 « 80329 Munich - Germany

TUVESID TV
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EC Certificate

Full Quality Assurance System

e g e

Directive 88/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annéx IV excluding (4, 8)

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

No. V1 010051 0103 Rev. 00

Annex || List A Products

Product Name

ARCHITECT Anti-HBc IgM Reagent Kit
ARCHITECT Anti-HBc IgM Reagent Kit
ARCHITECT Anti-HBc IgM Reagent Kit
ARCHITECT Anti-HBc IgM Reagent Kit
ARCHITECT Anti-HBc IgM Reagent Kit
ARCHITECT Anti-HBc¢ IgM Calibrators
ARCHITECT Anti-HBc IgM Calibrators
ARCHITECT Anti-HBc igM Calibrators
ARCHITECT Anti-HBc IgM Controls
ARCHITECT Anti-HBc IgM Controls
ARCHITECT Anti-HBc IgM Controls
ARCHITECT Anti-HBe Reagent Kit
ARCHITECT Anti-HBe Reagent Kit
ARCHITECT Anti-HBe Reagent Kit
ARCHITECT Anti-HBe Reagent Kit
ARCHITECT Anti-HBe Reagent Kit
ARCHITECT Anti-HBe Calibrator
ARCHITECT Anti-HBe Calibrator
ARCHITECT Anti-HBe Controls
ARCHITECT Anti-HBe Controls
ARCHITECT HBeAg Reagent Kit
ARCHITECT HBeAg Reagent Kit
ARCHITECT HBeAg Reagent Kit

Page 3 of 9

REF N°

6C33-25
6C33-22
6C33-27
6C33-74
6C33-75
6C33-01
6C33-02
6C33-09
6C33-10
6C33-11
6C33-19
6C34-20
6C34-25
6;c34-35
6C34-74
6C€34-77
6C34-01
6£34-09
6C34-10
6€34-19
6(32-20
6C32-25
6¢32-27

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

TUV SUD Product Service GmbH + Certification Body « Ridlerstraiie 65 » 80339 Mupich » Germany

Product Service
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Product Service

EC Certificate

Full Quality Assurance System
Directive 98[79/EC on In Vitro Diagnostic Medical Devices (IVDD), Anne%x v excludnng (4. 6)
(List A and B and devices for self-testing)

No. V1 010051 0103 Rev. 00

Annex Il List A Products

|
Product Name fREF N°
|
ARCHITECT HBeAg Reagent Kit 6C32-37
ARCHITECT HBeAg Reagent Kit 6C32-74
ARCHITECT HBeAg Reagent Kit 6C32-77
ARCHITECT HBeAg Calibrators 6C32-01
ARCHITECT HBeAg Calibrators 6C32-09
ARCHITECT HBeAg Quantitative Calibrators 7P24-01
ARCHITECT HBeAg Quantitative Calibrators 7}P24-09
ARCHITECT HBeAg Controls 6C32-10
ARCHITECT HBeAg Controls 6C32-19
ARCHITECT HBeAg Quantitative Controls 7P24-10
ARCHITECT HBeAg Quantitative Controls 7P24-19
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4b2 7-22
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4#27-27
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4)27-32
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4J27-37
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4)27-74
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4)27-77
i ARCHITECT HIV Ag/Ab Combo Reagent Kit 4J27-78
SHA ARCHITECT HIV Ag/Ab Combo Calibrator 4127-03
o8 ° ARCHITECT HIV Ag/Ab Combo Calibrator 4J27-09
ARCHITECT HIV Ag/Ab Combo Controls 4J27-12
L ARCHITECT HIV Ag/Ab Combo Controls 4J27-19
a '&' ARCHITECT rHTLV I/Il Reagent Kit 6U61-25
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EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Dewces (IvDD), Annex IV excluding (4, 6)

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

Lo .
Praduct Service

UV S8, TUV SOV

_TUVSED T

No. V1 010051 0103 Rev. 00

Annex |l List A Products

o Tovsu

2 ¢ CEPTUOUKAT  CERTIFICADO & CERTIFICAT

Product Name REF N°
|
ARCHITECT rHTLV I/l Reagent Kit 6L61-30
ARCHITECT rHTLV I/l Reagent Kit 6L61-35
ARCHITECT rHTLV I/Il Calibrator 6L61-01
ARCHITECT rHTLV I/Il Controls 6L61-10
ARCHITECT Anti-HBc¢ Il Reagent Kit 8L44-25
ARCHITECT Anti-HBc Il Reagent Kit 8L44-30
ARCHITECT Anti-HBc Il Reagent Kit 8L44-35
ARCHITECT Anti-HBc Il Reagent Kit 8L44-74
ARCHITECT Anti-HBc Il Reagent Kit 8L44-77
ARCHITECT Anti-HBc Il Reagent Kit 8L44-78
ARCHITECT Anti-HBc Il Calibrator 8L44-01
ARCHITECT Anti-HBc ll Calibrator 8144-09
ARCHITECT Anti-HBc ll Controls 8L44-10
ARCHITECT Anti-HBc Il Controls 8L44-19
ARCHITECT HCV Ag Reagent Kit 6L47-27
ARCHITECT HCV Ag Reagent Kit 6L47-29
T ARCHITECT HCV Ag Calibrators 6L47-02
‘f’ ARCHITECT HCV Ag Controls 6L47-11
e Alinity i Anti-HBe Reagent Kit 07P6322
* Alinity | Anti-HBe Reagent Kit 07P6374
| Alinity i Anti-HBe Calibrator 07P6301
Bl Alinity i Anti-HBe Calibrator 0?P6309
i E Alinity | Anti-HBe Controls 07P6310
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b ; ; i Fraduct Service
| P
¥ EC Certificate
i Full Quality Assurance System
‘f ; Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annéx IV excluding (4, 8)
o (List A and B and devices for self-testing}
B  No. V1010051 0103 Rev. 00
ey |
— Annex Il List A Products
[Tk |
il Product Name REF N°
m ! | |
b Alinity i Anti-HBe Controls 07P6319
il Alinity i HIV Ag/Ab Combo Reagent Kit 08P0722
'S Alinity i HIV Ag/Ab Combo Reagent Kit 08P0732
plE] Alinity | HIV Ag/Ab Combo Reagent Kit 08P0774
E Alinity i HIV Ag/Ab Combo Reagent Kit 08P0777
| Alinity i HIV Ag/Ab Combo Calibrator 08P0701
i~ Alinity | HIV Ag/Ab Combo Calibrator 08P0709
d O Alinity i HIV Ag/Ab Combo Controls 08P0710
= Alinity i HIV Ag/Ab Combo Controls 08P0719
e Alinity i Anti-HCV Reagent Kit 08P0622
B Alinity i Anti-HCV Reagent Kit 08P0632
' g Alinity i Anti-HCV Reagent Kit 08P0674
Alinity i Anti-HCV Reagent Kit 08P0677
* Alinity i Anti-HCV Calibrator 08P0601
#I Alinity | Anti-HCV Calibrator 08P0609
B Alinity i Anti-HCV Controls 08P0610
?ﬁ:ﬂ Alinity i Anti-HCV Controls 0$P0619
?ﬂ@ Alinity i Anti-HBc IgM Reagent Kit 07P8622
i Alinity i Anti-HBc IgM Reagent Kit 07P8674
Alinity i Anti- HBc IgM Calibrators 07P8601
Alinity i Anti- HBc lgM Calibrators 07P8609
Alinity i Anti-HBc IgM Controls 07pP8610
Alinity i Anti-HBc IgM Controls 07P8619

Page 6 of 8
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EC Certificate i
Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annéx IV excluding (4, 6)

(List A and B and devices for self-testing)
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Produc! Service

2D TOV &

No. V1 010051 0103 Rev. 00

i
Annex |l List A Products

o
a Product Name REF N°
Alinity i Anti-HBc Il Reagent Kit b7P8722
fe Alinity i Anti<HBc l Reagent Kit 07P8732
4 Alinity i Anti-HBc Il Reagent Kit 07P8774
| Alinity i Anti-HBc Il Reagent Kit 07P8777
g Alinity i Anti-HBc Il Calibrator O7P8701
ol Alinity i Anti-HBc¢ Il Calibrator 07P8709
f}% Alinity i Anti- HBc Il Controls ¢7P8710
= Alinity i Anti- HBc Il Controls 07P8719
Alinity i rHTLV I/Il Reagent Kit 07P6122
Alinity i rHTLy-I/II Reagent Kit ¢7P6132
Alinity i rHTLV-I/l] Calibrator 07P6101
Alinity i rHTLV-I/Il Controls 07P6110
Alinity i HBeAg Reagent Kit Q7P6422
Alinity i HBeAg Reagent Kit 07P6474
Alinity i HBeAg Calibrators 07P6401
Alinity i HBeAg Calibrators (47P6409
wod Alinity i HBeAg Controls 07P6410
R Alinity i HBeAg Controls 07P6419
Alinity i HBeAg Quantitative Calibrators g9P1001
L 4 Alinity i HBeA% Quantitative Calibrators 09P1009
W Alinity i HBeAg Quantitative Controls 09P1010
e Alinity i HBeAg Quantitative Controls 09P1019
i Alinity s Anti-HBc Reagent Kit 06P0655
|
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(3
ok Annex |l List A Products
-
[o =t Product Name REF N°
m 5 Il
© Alinity s Anti-HBc Calibrator Kit 06P0602
B S Alinity s Anti-HB¢ Assay Control Kit 06P0610
Alinity s Anti-HBc Release Control Kit 06P0612
; Alinity s HIV Ag/Ab Combo Reagent Kit 06P0155
N Alinity s HIV Ag/Ab Combo Calibrator Kit 06P0102
| < Alinity s HIV Ag/Ab Combo Assay Control Kit 06P0110
7 S i Alinity s HIV Ag/Ab Combo Release Control Kit 06P0112
= Alinity s Anti-HCV Reagent Kit 06P0455
§ o Alinity s Anti-HCV Reagent Kit 06P0477
o - Alinity s Anti-HCV Calibrator Kit 06P0402
|k Alinity s Anti-HCV Calibrator Kit oqpmoe
bt Alinity s Anti-HCV Assay Control Kit 06P0410
& Alinity s Anti-HCV Assay Control Kit 06P0419
i Alinity s Anti-HCV Release Control Kit 06P0412
J ﬁﬂm Alinity s Anti-HCV Release Control Kit 06P0418
o Alinity s HTLV I/Il Reagent Kit 06P0755
: ﬁ%’ Alinity s HTLV I/1l Calibrator Kit 06P0702
SE Alinity s HTLV I/l Assay Control Kit 0630710
‘ Alinity s HTLV I/l Release Control Kit 06F‘+0712
;
m |
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#=| EC Certificate
al A Full Quality Assurance System ‘
2 L Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 8)
,.”i’ o (List A and B and devices for self-testing) ‘
Z8=8  No. V1 010051 0103 Rev. 00
Fead Annex |l List B Produycts
n 2 Product Name REF N°
o L2 ARCHITECT Toxo IgG Reagent Kit 6}(?19—25
; ’-5 ARCHITECT Toxo IgG Reagent Kit 6£19-35
i ARCHITECT Toxo IgG Calibrators 6€19-01
=3t =i ARCHITECT Toxo igG Controls 6C19-10
. :" | ARCHITECT Toxo IgG Avidity Reagent Kit 6(37-25
| < ARCHITECT Toxo IgG Avidity Calibrator & Controls 6437-11
o ARCHITECT Toxo IgM Reagent Kit 6C20-25
e ARCHITECT Toxo IgM Reagent Kit 6C20-35
| ARCHITECT Toxo IgM Calibrator 6C20-01
. ARCHITECT Toxo IgM Controls 6C20-10
Bl ARCHITECT Rubella IgG Reagent Kit 6C17-28
£ o ARCHITECT Rubella IgG Reagent Kit 6C117-38
| & ARCHITECT Rubella IgG Calibrators 6C17-02
Aok ARCHITECT Rubella IgG Controls 6C17-12
2 *Hm Alinity i Toxo IgG Reagent Kit 07P4522
{ 7 Alinity i Toxo 1gG Reagent Kit 07P4532
Uyas Alinity i Toxo IgG Calibrators | 07p4501
| B2 Alinity i Toxo IgG Controls 10734510
: Alinity i Toxo IgM Reagent Kit 07P4722
Alinity i Toxo IgM Reagent Kit 07P4732
Alinity i Toxo IgM Calibrator !O?P‘A?Ol
Alinity i Toxo IgM Controls 07P4710
Alinity i Toxo IgG Avidity Reagent Kit 07P4622
Alinity i Toxo IgG Avidity Controls 07P4610
Page 9 of 9
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Lloyd's Register
LRQA

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM

In accordance with the requirements of the In Vitr Diagnostic Medical
Devices Directive 98/79/EC and the Medical Devicgs Regulations 2002,
UK Statutory Instrument 2002 No.} 618

‘ !

This is to certify that the Quality Management %ystpm of:

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wieshaden

Germany

has been assessed against the requirements of Annex IV of the In Vitro Diagnostic
Medical Devices Directive 98/79/EC, and the Medical Devices Regulations 2002 and
conforms to the requirements for the products shown on the attached certificate
schedule.

Approval is subject to the maintenance of the gquality system in accordance with the
requirements of the above Directive and Regulations. In addition, for List A products
approval is subject to the continued compliance with the EC Design Examination
Certificate(s) as listed on the attached schedule and continued satisfactory compliance
with the requirements for verification of manufactured product.

Authorisation is hereby given to use the LRQA Notified Body Registration Number in
accordance with the requirements of the specified Directives/Regulations in relation to
the products as identified above.

Certificate No: LRQ 0964174
Original Approval: 11 May 2001
Current Certificate: 1 October 2018
Certificate Expiry: 30 September 2021

LRQA Notified Body Number 0088

D L
CArw :-"J __K__B-"'—'IM__/'/\\ i o
Issued by: Lloyd's Register QualityﬁAssurance Limited

1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom.

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, emplpy=es or agents are, individually and collectively. referred *& n this elause
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 infarmation or advice in this document or howsaever pimvided, unless
that person has signed a contract with the relevant Llayd's Register entity for the provision of this information or advice and in that case any responsibility of lizhility is exclusively on the terms and conditions sel out irf that contrast



Lloyd's Register
LRQA

EC CERTIFICATE - FULL QUALITY ASSURI#NCE SYSTEM
CERTIFICATE LRQ 0964174 SCHEPU}LE

has been assessed against the requirements of Annex IV of the In Vitro
Diagnostic Medical Devices Directive 98/79/EC, and the Medical
Devices Regulations 2002 and conforms to the requirements for the
products shown below:

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

Germany

Annex |l List A Products

PRISM HIV O PLUS Assay Kit (List number 3D34-48)

PRISM HBsAg Assay Kit (List number 3A47-48)

PRISM HCV Assay Kit (List number 6A52-48)

PRISM HTLV-IHTLV-Il Assay Kit (List number 6A53-48)

PRISM Positive Run Control Kit (List number 5E22-11)

PRISM Run Control Kit (List number 5E22-10)

PRISM HBcore Assay Kit (List number 1A77-48)

PRISM HBsAg Confirmatory Kit (List number 6D16-48) !
ARCHITECT Anti-HCV Reagent Kit (List numbers 6C37-22, 6C37-27, 6C37-32, 6C3%‘-37)
ARCHITECT Anti-HCV Calibrator (List number 6C37-01) ;
ARCHITECT Anti-HCV Controls (List number 6C37-10) 1
ARCHITECT Anti-HBc IgM Reagent Kit (List numbers 6C33-20, 6C33-25, 6C33-22, 6;C33-?7)
ARCHITECT Anti-HBc IgM Calibrators (List numbers 6C33-01, 6C33-02) \ ‘
ARCHITECT Anti-HBc IgM Controls (List numbers 6C33-10, 6C33-11) i
ARCHITECT Anti-HBe Reagent Kit (List numbers 6C34-20, 6C34-25, 6C34-35)

ARCHITECT Anti-HBe Calibrator (List number 6C34-01)

ARCHITECT Anti-HBe Controls (List number 6C34-10) !
ARCHITECT HBeAg Reagent Kit (List numbers 6C32-20, 6C32-25, 6C32-27, 6C32-37)
ARCHITECT HBeAg Calibrators (List number 6C32-01)

ARCHITECT HBeAg Quantitative Calibrators (List number 7P24-01)

ARCHITECT HBeAg Controls (List number 6C32-10)

ARCHITECT HBeAg Quantitative Controls (List number 7P24-10)

PRISM HIV Ag/Ab Combo Assay Kit (List number 7G46-48) '
PRISM Run Control Kit (List number 2K24-10) |
PRISM Positive Run Control Kit (List number 2K24-11) 1
ARCHITECT HIV Ag/Ab Combo Reagent Kit (List numbers 4)27-22, 4127-27, 4)27-32, 4127-37)
ARCHITECT HIV Ag/Ab Combo Calibrator (List number 4J27-03)

ARCHITECT HIV Ag/Ab Combao Controls (List number 4J27-12)

ARCHITECT rHTLV I/l Reagent Kit, (List numbers 6L61-25, 6L61-30, 6L61-35)

ARCHITECT rHTLV I/l Calibrator (List number 6L61-01)

ARCHITECT rHTLV I/l Contrals (List number 6L61-10)

ARCHITECT Anti-HBc Il Reagent Kit, (List numbers 8L44-25, 8L44-30, 8L44-35)

ARCHITECT Anti-HBc Il Calibrator (List number 8L44-01)

Page 1 of 4
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¢ Lloyd's Register
sl LRQA

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM
CERTIFICATE LRQ 0964174 SCHEDULE

has been assessed against the requirements of Annex IV of the In Vitro
Diagnostic Medical Devices Directive 98/79/EC, and the Medical
Devices Regulations 2002 and conforms to the requirements for the
products shown below: |

Abbott GmbH & Co. KG
Max-Planck-Ring 2 ;
65205 Wiesbaden 1

Germany |

Annex |l List A Products Continued

ARCHITECT Anti-HBc Il Controls (List number 8L44-10)
ARCHITECT HCV Ag Reagent Kit (List numbers 6L47-27, 6L.47-29)
ARCHITECT HCV Ag Calibrators (List number 6L47-02)
ARCHITECT HCV Ag Controls (List number 6L47-11)

Alinity i Anti-HBe Reagent Kit (List number 07P6322)

Alinity i Anti-HBe Calibrator (List number 07P6301)

Alinity i Anti-HBe Controls (List number 07P6310)

Alinity i HIV Ag/Ab Combao Reagent Kit (List numbers 08P0722, 08P0732)
Alinity i HIV Ag/Ab Combo Calibrator (List number 08P0701)
Alinity i HIV Ag/Ab Combo Controls (List number 08P0710)
Alinity i Anti-HCV Reagent Kit, (List numbers 08P0622, 08P0632)
Alinity i Anti-HCV Calibrator (List number 08P0601)

Alinity i Anti-HCV Controls (List number 08P0610)

Alinity i Anti-HBc IgM Reagent Kit (List number 07P8622)

Alinity i Anti-HBc IgM Calibrators (List number 07P8601)

Alinity i Anti-HBc IgM Controls (List number 07P8610)

Alinity i Anti-HBc Il Reagent Kit (List numbers 07P8722, 07P8732)
Alinity i Anti-HBc Il Calibrator (List number 07P8701)

Alinity i Anti-HBc Il Controls {List number 07P8710)

Alinity i rHTLV-I/l Reagent Kit (List numbers 07P6122, 07P6132)
Alinity i rtHTLV-I/I Calibrator (List number 07P6101)

Alinity i rHTLV-I/Il Contrals (List number 07P6110)

Alinity i HBeAg Reagent Kit (List number 07P6422)

Alinity i HBeAg Calibrators (List number 07P6401)

Alinity i HBeAg Controls (List number 07P6410)

Alinity i HBeAg Quantitative Calibrators (List number 09P1001)
Alinity i HBeAg Quantitative Controls (List number 09P1010)
Alinity s Anti-HBc Reagent Kit (List number 06P0655)

Alinity s Anti-HBc Calibrator Kit (List number 06P0602)

Alinity s Anti-HBc Assay Control Kit (List number 06P0610)
Alinity s Anti-HBc Release Control Kit (List number 06P0612)
Alinity s HIV Ag/Ab Combo Reagent Kit (List number 06P0155)

Page 2 of 4
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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 14 in this chasss
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(! Lloyd's Register

4 LRQA |
|

EC CERTIFICATE - FULL QUALITY ASSURAI\jCE SYSTEM
CERTIFICATE LRQ 0964174 SCHEDULE

has been assessed against the requirements of Anbex IV of the In
Vitro Diagnostic Medical Devices Directive 98/79/EC, and the
Medical Devices Regulations 2002 and conforms to the requirements
for the products shown below:

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

Germany

Annex Il List A Products Continued

Alinity s HIV Ag/Ab Combo Calibrator Kit (List number 06P0102)
Alinity s HIV Ag/Ab Assay Control Kit (List number 06P0110)
Alinity s HIV Ag/Ab Release Control Kit (List number 06P0112)
Alinity s Anti-HCV Reagent Kit (List number 06P0455)

Alinity s Anti-HCV Calibrator Kit (List number 06P0402)
Alinity s Anti-HCV Assay Control Kit (List number 06P0410)
Alinity s Anti-HCV Release Control Kit (List number 06P0412)
Alinity s HTLV 11l Reagent Kit (List number 06P0755)

Alinity s HTLV I/l Calibrator Kit (List number 06P0702)

Alinity s HTLV Il Assay Control Kit (List number 06P0710)
Alinity s HTLV 1/l Release Control Kit (List number 06P0712)

Annex Il List B Products

ARCHITECT Toxo IgG Reagent Kit (List numbers 6C19-25, 6C19-35)
ARCHITECT Toxo IgG Calibrators (List number 6C19-01)

ARCHITECT Toxo IgG Controls (List number 6C19-10)

ARCHITECT Toxo IgG Avidity Reagent Kit (List number 61.37-25)
ARCHITECT Toxo IgG Avidity Calibrator & Controls (List number 6L37-11)
ARCHITECT Toxo IgM Reagent Kit (List numbers 6C20-25, 6C20-35)
ARCHITECT Toxo IgM Calibrator (6C20-01)

ARCHITECT Toxo IgM Controls (6C20-10)

ARCHITECT Rubella IgG Reagent Kit (List numbers 6C17-28, 6C17-38)
ARCHITECT Rubella IgG Calibrators (List number 6C17-02)
ARCHITECT Rubella IgG Controls (List number 6C17-12)

Page 3 of 4
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Lloyd's Register
LRQA

EC CERTIFICATE FULL QUALITY ASSURANCE SYSTEM
?ERTIFICATE LRQ 0964174 SCHEDULE i
|

has been asseséed against the requirements of Annex IV of the In Vitro
Diagnostic Medlcal Devices Directive 98/79/EC, and the Medical Devices
Regulations 2002 and conforms to the requurements for the products
| shown below:

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

Germany

Annex Il List B Products Continued

Alinity i Toxo IgG Reagent Kit (List numbers 07P4522, 07P4532)
Alinity i Toxo IgG Calibrator§ (List number 07P4501)

Alinity i Toxo IgG Controls (List number 07P4510)

Alinity i Toxo [gM Reagent Kit (List numbers 07P4722, 07P4732)
Alinity i Toxo IgM Calibrator|(List number 07P4701)

Alinity i Toxo IgM Controls (List number 07P4710)

Alinity | Toxo 1gG Avidity Reégent Kit (List number 07P4622)
Alinity i Toxo 1gG Avidity Controls {List number 07P4610)

Schedule Issue; 01
Date of Schedule Issue: 1 October 2018

LRQA Notified Body Number 0088

D@w o FD«W\/\

Issued by: Lloyd's Register Quality iAssurance Limited
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H Abbott

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Declaration of Conformity
02K471.C

IRIS V2

Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numbers
and Size Code
of Devices

GMDN Code

Names and Description of Devices

Classification

2K47-20
2K47-22
2K47-25
2K47-27

58729

ARCHITECT Anti-TPO Reagent Kit

Self-declared

2K47-01

55210

ARCHITECT Anti-TPO Calibrators

Self-declared

2K47-10

55211

ARCHITECT Anti-TPO Controls

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 division of Fisher Scientific Company LL.C

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 deiJare that the in vitro diagnostic medical devices described above and bearing the CE marking,

conform with the applicable pro

1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member states,
This declaration is made in accbrdance with Annex III of the IVD Directive and is issued uhder the sole responsibility of the

j,‘“_L\\LQLLM

isions of the EC Directive 98/79/EC of the European Parliament and of the Council of 27 October

BN

Full Name:  Nyc. \\"cm_r\ \\V\Lkmuség\

manufacturer. |
Signature: L ' Signatur\e:"
Full Name: u/_‘.—“.lﬂ'm H’ {7 (
Position:  Quality Manager Position:
Date of Approval: 1 f D fj / 3. ]{f Date of Approval:

Date Issued:

Supersedes:

2 Jis )20y

Regulatory Affairs Manager

1&3~,\ l&oiL\

Place Issued: Al

28 ju[7 200 6

Effective (Date or

Lot Number): -

/'\ blbott i%j’tb{f @

U.fr:‘
2hop ot R (}(‘cuir

12)/s 201y

Di’" 'f.lZI.VIJ(_g Z)’V.




a ABBOTT

Declaration of Conformity

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

TK63

Abbott Ireland.Diagnostics Division

Lisnambek; Longford, Co. Langford, [reland.

List Numbers GMDN Code Names and Description of Devices Classificatlon
and Size Code
of Devices
;Eg;g;’ | 54417 ARCHITECT Freg'T3 Reagent Kit Self-declared
7K63-37 |
TK63-02 38261 ARCHITEET Fres T3 Calibrators Self-declared
TKG3-12 54418 ARCHITECT:Free T3 Controls Sclf-declared

Authorized European
Representative (name and;address)

NAA

Storage.of technical docamentation
(name and address)

Abbotl Ireland Diagnostics Division, Lisnamuck, Longlord. 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 Direclive 98/79/EC of the
Eurgpean Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices
as 1hey are transppsed: into the Jaws.of the meniber states.

This declarationtis made in sccordance:with Anacx 111 of the IVD Directive and is issued under

the sole responsibility of the manufacturer.

] : oy
A __,é:{_’,_.{fi‘h a- ?ii‘f_(:‘x/i'{j..- Pl oy

Signature: 4 T Q = Signature:

- S jpsimi _‘_.:__lt.k‘:__,__ \\\- v F ll
Full Name: Kevin Caltaghan ¢ 3 ull'Name:
Position: Quality Manager Position:
Date of ' - . .
Approval: dte Mo Zond Date ol Approval:

-

Date 1ssued:

Supersedes;

| o 8w ZolF
T 57

Place Issued:

24 sl doth

Lot Number):

Elfective (Dale or

. . -
Lorraine Whitney

Senior Manager Regulatory Affairs
o ity 203

Abbott Ireland Diagnostics Division,
Lisnamuck. Longford. Ca. l.onglord.
Ireland

(0 fa., 2+

7



a Abbott

Certifichts Identification:

Dectaration of Coniformity
TK65-22/-24/-271:29/-30/-34/-35/-39, TK65-02, TK65-10

Legal Manufacturer’s Name:

Abboal Ireland Diagnosties Division

Legal Manufacturer’s. Address:

Lisnamuck, Longford

Co. Longford

Ireland
List Numbers | GMDN Code Nanies and Desoriptioii of Dovices Classification
and Size Code
of Devices
7K65-22 54413 ARCHITECT Fige T4 Reagent Kit Self-declared
7K65-24 = =
7KG65:27
7K65-29
TK65-32
7K65-34
TKG5-35
7K65-39
7K65-02 38259 ARCHITECT Free T4 Calibrators Self-declared
TKE5-10 38258 ARCHITECT Free T4 Controls Self-declared
Authorized European Representative | NA ]
(Name and Address)
_Storage of sife technical | ABboit {reland Diagnostics Division, Lisnamuck, Longford, Co. Longford, ireland,
documentsation (Nante and Address) | o I
Harmonized Stawdards | Listed in-thé Technical Documeniation

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 thie Council of 27 October 1998 on
the member states;

In Vitro DiagnosticMedical Devices as they are transposed into the laws of

This decfaration:is mnde in dccoidancs with Annex [I1'af the FVD Divéctive and is issued under the sole respansibility of

the manufacturer.

_____ ey
Signature: ﬁ t_? M_...f;i\:?“\\ﬁ Signature: /ém LA ( V(({l\{/j

Full Name:  Kevin Callaghan
Position;  Quality Manager

Name: i .
Full Narfie L.orraine Whitney

Position:  Seniar Manager Regulatory Affairs

Dateof oo O . o5 7 L (o i~
Approval: 28 Xopg e f Date'of Approval: .Zé‘ Dee Y l’\l
. L 26 MLA2ots o Abbott Ireland Diagnostics Division,
Date lssued: ' Place Issued: | isnamuck, Longford, Co. Longford,
Ireland
Supersedes: __ Rerwese - Aio BffeCUVEl(Date or L A6 b Lol

Lot Number);




aAbbott

Declaration of Conformity

Certificate Identification: TK62
Legal Manufacturer’siName: Abboit Ireland Diagnostics Division
| —
Legal Manufacturer’s Address: Lisnamuck, Longford

Co. L.ongford

Ireland
List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices o L
TK62-20 54386 ARCHITECT TSH Reagent Kit Seif-declared
7TK62-25
TK62-30
7K62-35
7K62-01 38272 ARCHITECT TSH Calibrators Self-declared
TK62-10 38271 ARCHITECT TSH Controls Self-declared
Authorized Eurepean Repfeseﬁ‘tati ve | N/A
(Name and Address)
Storage Of'Si;t" technical | Apbort Ireland Diagrostics Division, Lisnamuck, Longford, Co. Longford, 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 (he
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament pnd
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws pl
the member states. | !

This declaration is made in accordance with Annex [IF of the IVD Directive and is issueh under the sole responsibilikr of
the manufacturer, ‘ | ‘

. e ] :
n , .~ g L Y e e / A Y
Signature: ._}\h_ \( *«Eg\‘_\.ﬁ) ; ._‘____\\) Signature: ‘__ﬂ}_“.f A (‘_’jJ,J : _)*
Full Name:  geovin Ca]]agfgﬁ x \ Rl Mg l.j,orraf ne Whitney
Position:  Quality Manager - Position; Sjtenio‘j' Manager Regulatory Affairs
Date of AR ] ’ - P PR §
R {a ’¢ Ay ywal: ‘ N P, ?:, :
Approval: < 2% Moo ._%__cv,;ié T Date of Approval: J 7%4’.‘ P Aal T
3 | |
Abbott Ireland Diagnostics Division,
Date Issued: 25 M G 2019 Place lssued: | isnatnuck, Longford, Co. l.,ongforr{,
Ireland |
. ’ - Effective (Date or M -
S orsedes: 3 4.&3 e e, & }
upersedes 2L Bortl 2614 - Lot Number);, —— —f= e i woedded




| 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 IT List A |
["Authorized European N/A ;

Representative (name and address) '
Notified Body (name and address) | TUV SUD Product Service GmbH
Ridlerstrafie 65

80339 Munich

Germany

UL International (UK) Ltd
Wonersh House,

The Guildway,

Old Portsmouth Road,

Guildford, !
Surrey, GU3 ILR L
| Notified Body number 0123 (TUV SUD Product Service GmbH) & 0843 (UL International (UK) Ltd)
Approval Certificate No. V10019220008 (TUV SUD Product Service GmbH) & 361 (UL International
(UK) Ltd)
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 anld 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 undet the sole responsibility of the
manufacturer,

_‘-‘\ A
Signature: /;e_ /(J““"—') Signature: Q S &\Cf;,—, .

fNnElL 1 ARE

Full Name: Joe Murray Full Name: Lorraine Whitney
Position: Director Quality Assurance/Site . b
Quality Head Position: Senior Manager Regulatory Affairs

Date of Approval: /Zq t/vta«_ (4 Date of Approval: &ﬂ N\c\:\“ L a(')ici
Date Issued: 2.9 N\Co’u’“‘al\ 21 9

Place Issued: AlIDD Sligo
Supersedes: 05 Jan 2017 Effective (Date or

Lot Number): ey Niﬂ\k‘"‘(‘k\ Q\O] P‘]




] Abbott

Declaration of Conformity

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

DoC 8L44 All DELK

Abbott GmbH & Co. KG

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative (name and address)

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

of Devices
8144-25 48304 ARCHITECT Anti-HBc¢ Il Reagent Kit (1x100 Tests) Anne§ I ListA |
8L44-30 48304 ARCHITECT Anti-HBc I Reagent Kit (4x500 Tejts) Annex II List A
8L44-35 48304 ARCHITECT Anti-HBc I Reagent Kit (1x500 Tests) Annéx 11 List A
8L44-01 41983 ARCHITECT Anti-HBc II Calibrator Annex I List A
8L44-10 41984 ARCHITECT Anti-HBc II Controls Annex IT List A .
Authorized European ~a 7

Notified Body (name and address)

LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmmgham B37 7ES, United

Kingdom
TUV SUD Product Service GmbH, Ridlerstrafie 65, 80339 Munich, Germany

Notified Body number

LRQA:0088
TOV SUD: 0123

Approval Certificate No.

LRQA: 0088/0964174/00117
TUV SUD: V7010051 0130

Storage site of technical
documentation (name and address)

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

Harmonized Standards

Listed in the Teéchnical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described aibove 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 [VD Directive and is lssqed under the sale

responsibility of] the manufacturer.

:-f' :t

Signature:  _ '4 \b"-’ {/LL[C Ll

Full Name:  Dr. Herbert Hartmann

Position: Manager Quality Systems
o

Date of FOAB e

Approval: ,(/ 0 ./'J lj 03-2

Signature:

Full Name:

Position:

Date of
Approval:

Date Issued:
Place Issued:
Supersedes:

Effective (Date or
Lot Number):

| /

buone [f 3

éusan ne Ulrich

Senior Manager Régulatory Affairs
\

‘2{}/ /)._.i. /g’—.-? f .)
29/ A/
/ 7

65205 Wiesbaden, Germany
|

04-May-2015

S ¢ 3 7 /fg%«///




] Abbott

Declaration of Conformity

Certificate Identiﬁl‘;ation:
Legal Manufacturer’s Name:

|
Legal Manufacturgr’s Address:

DOC-6C37-22/-27/-32/-37-All DLK

Abbott GmbH & Co. KG

Max-Planck-Ring 2, 65205 Wiesbaden,;Germany

List Numbers FMDN Code Names and Description of Devices Classification
and Size Code
of Devices 1 AP

6C37-22 48366 ARCHITECT Anti-HCV Reagent Kit (4x [ 00Tests) Annex 11 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 Il List A
6C37-37 48366 ARCHITECT Anti-HCV Reagent Kit (1x500 Tests) Annex IT List A
6C37-01 41972 ARCHITECT Anti-HCV Calibrator | Annex I List A
6C37-10 :4]973 ARCHITECT Anti-HCV Controls Anunex 11 List A

Authorized European
Representative (name and address)

N/A

Notified Body (name and address)

7ES, United Kingdom

Germany !

LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birlﬁ'i'n_éﬁlam B37

TUV SUD Product Service GmbH, Ridlerstrafie 63, 80339 Munich,

Notified Body number

LRQA:0088
TOV SUD: 0123

Approval Certificate No.

LRQA:0088/0964174/00021
TUV SUD: V7 010051 0132 ‘

Storage site of technical
documentation (name and address)

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

Harmonized Standards

Listed in the Technical Documentation




) Abbott

List Numbers | GMDN Code Names and Description of Devices i 1 Classiﬁcjaiion.
and Size Code ‘
of Devices | 1

6C37-22 48366 ARCHITECT Anti-HCV Reagent Kit (4xlOOTcsts) Annex I List A
6C37-27 48366 ARCHITECT Anti-HCV Reagent Kit (lxIOOT‘cstS) Annex H] LIS;I/I; IIIII
6C37-32 48366 ARCHITECT Anti-HCV [Reagent Kit (4x500 Tests) Annex I List A
6C37-37 48366 ARCHITECT Anti-HCV Reagent Kit (1x500 Tests) Annex Il List A
6C37-01 41972 ARCHITECT Anti-HCV Calibrator Annex 11 List A
6C37-10 41973 ARCHITECT Anti-HCV Controls Annex II List A

We, the undersigned, hereby declare that the in vitro dia_g,nostic medical devices desm ibcd abovc
and bearing the CE marking, conform with the applicabie provisions of the
of the European Parliament and of the Council of 27 October 1998 on In Vitro Dlagno%tlo Mcdlcal
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 anﬂ is issned under the sole
responsibility of the manufacturer,

1] // [/
Signature: AL NG Signature: v SRAL W o A S
‘ !
Full Name:  Dr. Herbert Hartmann Full Name: Susanne Ulri¢h
Senior Manager
Pasition: Manager Quality Systems Position: Regulatory Affairs

Date of £ H N Date of " i [ = i
Approval: _6,/)5; &,/{Ei "‘{:f;ﬁ“ 2 E( Approval: s S toer
2 1 A

Date Issued;

Place Issued: 65205 Wiesbaidcn, Germany
Supersedes: 04-May-2015 |
Effective (Dale : ‘ Lo

. s 2 / e 1
or Lot AR gt Py

. Aets oo T
Number): / ‘ /

N




H Abbott

Certilicate Iderntification:
Legal Manufacturer’s Name:
Legat Manufacturer’s Addresst

Declaration of____gg_nformity

T ——— miea
Abbott lreland Diagnostics Division

Finisklin Business Park

Sligo
treland
List Numbers GMDN Cade Nantes and Deseription of Devices Classification ]
and Size Code
of Devices 5
3P36-20 17259 AR‘CH!'I‘ECTT AFP Reagent Self-declared
3P36-25
3P36-30
3P36-35
3P36-01 38167 ARCHITECT AFP Calibrators Self-declared
3P36-10 38166 ARCHITECT AFP Controls Seff-declared
| ==

Autliorized European
Representative
(Name and Address)

N/A

Storage site of technical
documentation
(Nagme sind Address)

Abbott Erclm}d Diagnostics Division, Finisklin Busifess Park. Sligo, County §ligo. [relund

Department: Regulatory AfTairs.

Harmonized Standards

Listed in the Technical Jocumentation

We, the undersigned, hereby dectare that the in vitro diagnostic medical devices described above and bearing the CE

marking, conform with the applicable provisions of the EC
Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they arc tra

siates.

Dircctive 98/79/1:C of the European Parliament and|af the
nsposed into the laws of the|member
\

This declaration is made in accordance with Annex TH of the TVD Directive and is issned under the sole r'cspnnsihi!i(;)‘ of the

masufacturesr.

Signature:

S

Sipnature:

Full Name:

____Niall Plunkett,

Full Name: | orraine Whitney

Position;  Quality Managey Position:  Senior Manager Regulatory Aftpirs
|
Date of Approval: p’-}» Tk iy [Yate of Approval: O 3 {"'j 2ol
Date Issued: O Auvd Y Place lssued: AIDD Sliga
iffective (Date or o™t Aud \Y

Supersedes: . ,113 Jan 2013
\
|
|

Lot Number):



| 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 Devic;es ' Classiﬁcatinn—
and Size Code

of Devices
TK71-20 54669 ARCHITECT Free PSA Reagent Kit B Annex Il Lis| B l
TK71-25 54669 ARCHITECT Free PSA Reagent Kit Annex 11 List B ‘
7K71-01 | 38183 ARCHITECT Free PSA Calibrators Annex II List B
7K71-10 38182 ARCHITECT Free PSA Controls o “_/;:nex I [Jis.: B
Authorized European; N/A _|

Representative (name and address)
Notified Body (name and address) | TUV SUD Product Service GmbH
Ridlerstrafie 65

80339 Munich

Germany

UL International (UK) Ltd
Wonersh House

The Guildway

Old Portsmouth Road,

Guildford,

Surrey, GU3 1LR United Kingdom.
Notified Body number 0123 (TUV SUD Product Service GmbH) & 0843 (UL International (UK) Lid) |
Approval Certificate No. V10019220008 (TUV SUD Product Service GmbH) & 361 (UL International |

(UK) Ltd) B
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.

. = b “"\. r ‘f\\
Signature: /,}iﬁ \/("“’5 Signature: ?—LL\ \;’(::..q:t\xhs .

Full Name: Full Name; WIlL HIAIL oY

Joe Murray Lorraine Whitney
Position: Director Quality Assurance/Site Position: Senior Manager Regulatory A ffairs
Quality Head j ’

Date of Approval: Zﬂ\ M ( p\ Date of Approval: ’;\i\i f‘\(«*"t L\ &{M) iq

Date Issued: oL ) _[!P\Ln:'“v b 204

Place Issued: AIDD, Sligo

Supersedes: 11 Jan 2017 . A -
Effective (Dateor > Nlow/ ) |“)
Lot Number):




a Abbott

Declaration of Conformity

Certificate 1dentification: K75
Legal Manufacturer's Name; Abbott Ireland Diagnostics Di\{ision
Legal Manufacturer's Address: Lisnamuck, Longford
Co. Longford
Ireland
List Numbers | GMDN Code Names and Description of Devices Classification |
and Size Code
of Devices TR
TK75-20 30322 ARCHITECT FSH Reagent Kit Self-declaved
TK75-25
7K 75-30
TK75-35
TK75-01 38255 ARCHITECT FSH Calibrators Self-declared
7K75-10 318254 ARCHITECT FSH Controls Self-declared
Authorized European Representative | N/A
(Name and Address)
documentati?)?{l:i‘:nir::s f:(cig:::s‘; Abbott Iretand Diagnostics Division, Lisnamuck, Longford, Co. Longford. Ircland.
Harmonized Standards | Listed in the Technical Documentation oy

We, the undersigned, hereby declare that the in vitre 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 [n Vitro Diagnostic Medical Devices as they are transposed into the laws ot
the member states.

This dectaration is made in accordance with Annex 1EH of the 1VD Directive and is issued under the sole responsihility of
the manufacturer.

..‘ « g
Signature: (J@)m N Signature: ok Gl | very
L)
Full Name:  giobhan Wright ffull Name: Lorraine Whitney
Position:  Qualily Manager Position: Seniof Manager Regulatory Affairs
|
Dateof (. . Jie- 1ty Yate o : 5.
He o I + 2 o A . ( >l b
AT Date of Approval: 01 Suly 2ot

Ol T L~ .f{;_ . K

_ ~0-1,—*—_5-;;U.~;LL-— . Abbott Irefand Diagnostics Division|.
Date Issued: Place Issued: [ isnamuck, Longford, Co. l;‘ongfo‘rf;.
Irelant
- . 5 Effective (Date or !
e 3 V4 <. Clepe- el e 747
Supersedes: DG APR Dood Lot Number): __MMM#J Lt Lo st _

X &Wj SN /{0. LS\/F/L/ o4 Jue -1y



Date Issued:

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

02P40

Declaration of Conformity

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longflord, Ireland.

List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code |
of Devices _
2P40-25 54254 ARCHITECT LH Reagent Kit Self-declared
2P40-35
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 Dlagnomus Division, Llsrhmuck Longford, Co.
Longford, Ireland.

Harmonized Standards

Listed in the Yechnical 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 Ir ish
Regulation 8.1, No 304 of 2001 and to the EC Directive 98/79/EC as it is b ampogbd into the laws of the

menber states,

This declaration is made in accordance with Annex III of the IVD Directive ai“d is issued under the sole

responsibility of the manufacturer,

Signature: ,{7 o LGV ¢l

Full Name:  gjobhan Wright
Position: Director Quality Assurance/Site Quality
Head
Date of 2. Oli-i§
Approval: =
2. oer —t§

Supersedes: ___09 AUG 2012

Signature:
Tull Name:

Position:

Date of| Approval:

Place Issued:

Effective (Date or
Lot Number):

-

Lon‘ainiE Whitney
Sr Manhger RA Site Opcerations hreland

2oty

Abbott [reland Diagnostics Division,
Lisnamuck, Longford, Co. Longford,
Ireland}

- o
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aAbe‘tt

Certificate ldentification:

Declaration of Conformity
7K 76

Legal Manufacturer’s Name: Abbotl Ireland Diagnostics Division

Legal Manufacturer's Address: Lisnamuck, Longford

Co. Longford

Ireland

List Numbers | GMDN Code Names and Description of Devices (Ilassiﬁcminb
and Size Code

of Devices ——
7K 76-20 54335 ARCHITECT Prolactin Reagent Kit Self-declared
7K76-25
7K 76-30
7K 76-35
TK76-01 54337 ARCHITECT Prolactin Calibrators Seif-dectared
TK76-10 54338 ARCHITECT Prolactin Controls Self-declared
Authorized European Represesitative | N/A

{Name and Address)
v _5‘0"3‘5“_01.553 teehnical | Apho Jreland Diagnostics Division, Lisnamuck, L.ongtord, Co. Longford, Fr#lnwd_
documentation {Name and Address) Department: Regulatory A ffairs ‘
Harmonized Standards 5

Listed in the Technical Documentation

—_—

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

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

A‘{{’:.}_‘_:L._ ‘ __I/-(_L- /_-\ -

Signature: Ao Signature:
RSt - S8 - }l
2 2 5 ‘ “ull Name; . f
Full Name:  geyip Callaghan P Fuli Name Lorraine Whitney
Position:  Quality Manager Position: Seniot Manager Regulatory A fTairs
Date of Ge ot e . o vy -
A ok Date of : 5 My 200
Approval: a2 %"”‘5&‘*_}3-- (&2 Date of Approval: 7% {4, I _lort

Date Issued:

Place Issued:

Supersedes:

235 Fa 2017
=5

Effective (Date or

€Lyl Zotit
o

Lot Number):

Abbolf Ireland Diagnastics Division,
Lisnamuck, Longford, Ca. Longford,
lrelan(‘i

S ii’: oK f"i.sj;k 24 va :
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H Abbott

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Declaration of Conformity |

04P56/04P58 L.C IRI§ V27

Abbott Laboratories !
Diagnostics Division ‘

Abbott Park, IL 60064 USA

List Numbers GMDN Code
and Size Code

Names and Description of Devices

Classiflicatior

of Devices
4P56-25 43472 ARCHITECT ; System e-Assay CD-ROM WW (excluding | Self-declared
us)
4P58-24 43472 ARCHITECT i1000SR System e-Assay CD-ROM WW Self-declared

(excluding US)

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)

Abbott Laboratories
Diagnostics Division
Abbott Park, IL 60064, 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 ol'27 October
1998 on In Vitre 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: > A7 Doty Signature; () oo Yaoua
FulName: Lows ceppce P Setivarz. Full Name: - R 61 XAVIE R
Position:  Senior Quality Professional Position: Regulatory Affairs Manager
| | ;
Date of Approval: el S zZo il Date of Approval: L9 } 4 15006
i e = S 2CLG

Date Issued:

Place Issued:

hdchotf Posde.

Supersedes:

Effective (Date or

Lot Number): }

November 16, 2015 . _*_mmwi_/}/ /_Z.C’ L6

(et Cavens

iLeetscues k¢



Murawski, Marycaren

Fronx
Sent;
To:
Cc:

Subject:

Dear All,

Murawski, Marycaren

Friday, January 22, 2016 5:18 PM i

Chen, Jean; Hart, Megan K; Lukowski, Lisa G; Prochniald:, Margaret D; Sohn, Linda ;
Xavier, Regina ‘

Raich, Teresa J; Hinkley, Deborah N; Sanborn, Susan J; ‘|<wiecinski, Rebecca A; Rizos, lohn
A |

Caren Murawski Signature Authority for January 25 thrfough February 4, 2016

| will be out of the office on business travel 1/25/16 through 2/4/16 with limited access to email.
Regina Xavier and Lisa Lukowski will have my signature authority 1/25/16 through 1/31/‘16 with the exception of

personnel matters.

Margaret Prochniak and Regina Xavier will have my signature authority 2/1/16 through 2/4/16 with the exception of

personnel matters.

Please contact Regina, Lisa or Marg for urgent RA issues requiring immediate attention. |

Best Regards,

G N Ny
\_ﬂf\{\r\;\_, \(; ;’;uﬂ_\\li} Jk‘\\\\\

Mary Caren Mura‘\uév

Associate Director
Abbott Diagnostic Division
Regulatory Affairs

Abbott Telephone: (224) 667-2817

700 Abbott Park Road  Fax: (224) 667-4836 Abbott
Dept. 93G / Bidg: AP8  Mobile: (847) 393-6938 . -
Abbott Park, IL 60064-6157 mary.murawski@abbott.com Diagnostics




E] ABROTT

Declaration of Confo rmwity

Ceriificate [dentification: 7K77
Legal Manufacturcer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, lreland.
List Numbers GMDN Code Names and Description of Devides Classification
and Size Code ‘
of Devices
7K77-20 54322 ARCHITECT Progesterorie Reagent Kit | Self-declared
TK77-25 ' ‘
TK77-35
7K77-01 54325 ARCHITECT Progesterone Calibralors Self-declared
TKT77-10 54326 ARCHITECT Progesterone Controls Self-declared
TK77-50 58208 ARCHITECT Progesterone Manual Dilyent Self-declared
Authorized European N/A i
Representative. (name and address)
Storage site of technical Abbott Ireland Diagnostics Division, Lisnamuck. Longflord. Co.
documentation (name and address) | Longford, irefand,
Harmonized Standards Listed in the Technical Documentation B

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and
bearing the CE marking, conform with the applicable provisions 01‘111@}!33(1‘ Directive 98/79/EC ol the
Europeari Parliament and of the Council of 27 October 1998 on In Vitrp Diagnostic Medical Devices as they
are transposed into the laws of the member states. ‘

This declaration is made in accordance with Amnex L1l of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

' ; / ‘
S ) ] : //(} _',»’ : | - /"I('Il‘ '{ on
ignature: _/ Jiz .""'_/ / 6,’[::_ Signature; Al I e |
Fulf Name: ' Full Name:

I’h'ilip McGee Lorraine Whitney

Position: Quality Manager Position: Senior Manager Regulatory Affairs
Dateof  _ 2% Apnl 2ol Dateof gt

Approval: Approval;

Date Oz oy 2ol Place lssued Abbolt Irelgnd Diagnostics Division,

Issued: Lisnamuck, Longlord, Co. Longford, Traland,

Effectivel(Lot |

Supersedes Ol smi i number dl' date) .G fidd 7 1
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