H Abbott

Declaration of Conformity

Certificate identiﬁcm-ium T

Lepal Magufacturer's Name:
lLegal Manufacturer’s Address:

AIDD 3P36

Abbarn lreland Diagnostics Diviston

Finisklin Busingss Park

Sligo
|reland —=
I List Numbers GMDN Code Names and Bescription of Devices Classiliention
und Sire Code
ol Devicex ==
IP36-20 17259 ARCHITECT AFP Reagent Self-declared
IP3I6-25
IP36-30
IP36-35
3P36-0] 38167 ARCHITECT AFP Calibrators Scif-dechred
3P35-10 38166 ARCHITECT AFP Controls Sell-declared
Authorized European | NfA i

Represeniative

{Name anid Address)

Storage slie of technical

dpcumentalion

(Mame and Address)

Abbott Ireland Dingnostics Division, Finisklin Business Park, Sligo, County Slige, Iretand.

Depuriment: Regulatory AfThirs,

Harmonized Standards

Ligted o the Technlenl Documerdation

il

We, the undersigned, hereby dectare that the in vitro diagnostic
marking, conform with the applicable provisions of the EC Direc
Caurncil of 27 Qctober 1998 an in Vitro Diagnostic Medical Dev

siates.

‘T'his declaration is made ir accordance with Annex HI of the 1VD Direclive an

manufacturer,

medical devices described above and bearing the CE
tive OR/7971:C of the Furapean Parlinment and of the
{ces as they are ransposed into the laws of the meinber

d is isssed under the sole responsibility of the

- — L
Signature: Qern Signature:
Full Name: Niall Plunkett Full Name:
Position;  Quality Manager Position:
Date of Approval: OF Tue e Date of Approval:
Date Issucd: o Aud W\ Place Issucd:
Supersedes: C13Jan 2043 e e

Lot Number): -~
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__Lormaine Whitney

Senior Manager Regulatory Affairs



HITECT

SYSTEM

CEA Controls

INTENDED USE

The ARCHITECT CEA Controls are lor the estimation of tesl precision
and lhe detecticn of systemallc analytical deviations of the ARCHITECT
i System (reagents, calibralors and instrument), when used lor the
quantilative measurernent of Garcinoambryonic Antigen (CEA) in human
serum or plasma. Refer 1o the ARCHITECT CEA reagent package insert
for addilional information.

CONTENTS

3 Botiles (8.0 mL each) of ARCHITECT GEA Controls ([GGNTROLIL],
[coNTROL]M], [CONTROL[H|) containing CEA ({human) prepared In
phosphale buffer with protein (bovine) stabilizer. Praservative: Antimicrobial
Agenis.

The following concentralior ranges may be used for individual replicale
control speciitcations on the ARGHITECT Systom:

Target Concentration Rzange
Contrel {ng/mL) (ng/mL)
5 33 - 68
[coNTROLM] 20 13.0 - 270
100 65.0 - 135.0

Each laboratory should establish its own concentration ranges for new
control lots al each contral level. This can be accomplished by assaying
a minimum of 20 replicates over several (3-5) days. Sources of variation
that can be expectad should be included in this study in crder to be
rapresentalive of Muture system perlormance. These may include:

» Mulliple stored calibrations

*»  Mulliple reagent lots

»  Multiple calibrator lots

+ Multiple processing modules

¢ Dala points collected at diffarant times of the day

These results should be applied to your laboratary's quality control
practices.

PRECAUTIONS
» [IVD
« For in Vitro Diagnostic Use

. & CAUTION: This praduct contains human sourced andfor
potentially infactious components, The ARCHITEGT Controls contain
antigen derived from a human sourced cell line, Antigen is puritied by
chromatography prior to use. No known 1est method can offer complete
assurance that products derived from human sources or inactivated
microorganisms will not transmit infection. Therefors, all human
sourced materials should be considered potentially intectious. It is
recommended that thesa reagents and human specimens be handled
in accardance with the OSHA Standard on Bloodbarne Pathogans‘.
Bipsafely Level 22 or othar appropriate biosafety practices®* should
be used for maiarials thal confain or are suspecled ol containing
intectious agents.

»  Galaty, Dala Sueshh ate avaiabis 8 wwwasBandiagnesic
Eanlaz Wsh;_ﬂm:r‘imwﬁ
STORAGE

*  AACHITECT CEA Controls arg stable until the expiration date when
storad and handled as directed.

* Do not use pasl expiration date.

Jfa'c
s 2°C

i
en
7K68-12

G2-6046/R03

C7K6R0

Read Highilghtod Changes
‘Revisad Jine 2012

]

BIBLIOGRAPHY
1. US Departmenl of Labor, Occupational Safely and Heallh
administration, 29 CFR Part 1210.1030, Bloadbarna pathogans

2. US Department of Health and Human Services BSiosafaty in
Migrabiological and Biomedical Labamtari=4. Eih ed. Washington, DC:
US Governmant Printing Office; Dacambar 2008,

3. World Health Qrganization Laboratory Biosalety Manual. 3rd ed.

Geneva: World Health Organization; 2004.

4. Clirical and Laboratory Standards Institute. Protestion of Laboralory
Workers from Qccupationally Acquired Infections: Approved Guideling
—Third Edition. CLS| Document M29-A3. Waynae, PA: Clinical and
Laboratory Standards Institute; 2005,

ARCHITECT is a trademark al Abboit Laborataries in various jurisdictions

Distriputed oy Abbott Laboratorigs Abbolt Park, [L 60064 USA
and
ABBOTT 65205 Wiesbaden, Getmany

Abbott Ireland
Diagnostics Divisicn
Finisklin Business Park

Sligo
Ireland
+353-71-9171712

Ce

Abbott

June 2012
© 2004, 2012 Abbott Labcratories
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SYSTEM

CEA Calibrators

INTENDED USE

The ARCHITECT CEA Calibrators are for calibration of the ARGHITECT
i Systern when used for the quantitative determination of Carcinoembryanic
Antigen (CEA) In hurnan serum and piasma. Refer lo the ARCHITECT CEA
reagent package insert for additional information.

CONTENTS

2 Bottles (4.0 mL each) of ARCHITECT CEA Calibralors, Calibrator 1
(€aLl1)) conlains phosphate buffer wih protein (bovine) slabilizar;
Calibrator 2 ([GaL]2]) contains CEA (human) prepared in phosphate butfer
with protein {bovine) stabllizer. Preservative: Antimicrobial Agents.

The caliorators yield the following concentralions:

Calibrator CEA Concantra_t-lan {ng/mL)
0

10
STANDARDIZATION

Abbolt manujactures inlernal relerence standards lor ARCHITECT CEA.
These internal standards are referenced 1o the World Health Organization
{W.H.0.) First Intarnational Standard 73/601 for CEA al each congentraticn
level. ARCHITECT CEA Calibrators are manufaclured by dilution and
testad against these iniernal reference standards,

PRECAUTIONS
+ IND
+ For In Vitro Dlagnostic Use

. A CAUTION: This product containg human spurced and/or
potentizlly infectious components. The ARCRITECT Calibraters contain
antigen derived from a human sourced cell line. Antigen is purified by
chromalography prior 1o use. No known test method can offer complete
assurance lhat products derived from human sources or inaclivated
microorganisms will nol transmit infection. Therafore, all human
sourced materials should be considered polentially inlectious. IL is
recommanded thal these reagenis and human specimens be handled
in accordance wilh the OSHA Standard on Bloodborne Pathogens!.
Biosafety Level 22 or ather appropriate biosafsty practices®4 shauld
be used for materials that contain or are suspecied of containing
infectious agents.

o Safuly Clalarshess dﬁlu‘aﬂqﬂa W sbbotsfiagmo i com ol
it el !u@'li'llﬁlllll'ﬂ

STORAGE

+ ARCHITECT CEA Calibrators are stable until the expiration date when
stored and handled as directed.

+ Do not use past expiration date.

E°C
. 2C| E/

BIBLIOGRAPHY

1. US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne palkogsns,

2, US Depariment ol Health and Human Sarvices. Biosafety in
Migrabiologicat and Biomadical Labarsinries. Gih ed. Washington, DC:
US Government Printing Office; Distemies Bo0d.

3. World Health Organization. Labaratory Biosafety Manual. 3rd ed.
Geneva: World Health QOrganization; 2004.

4. Clinical and Laboratory Standards Institute. Prolection of Laboratory
Waorkers from Occupationally Acquired Infections: Approved Guideling
—Third Edition. CLS| Documam M28-A3. Wayne, PA: Clinical and
Laboratory Standards Institute; 2005.

o en
7K68-02

G2-6047/R03
S7K6R0

Read Highlighted Charigss:
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ARCHITECT is a trademark al Abbott Laboralgries in various jurisdiclions,

Distributed by Abbolt Laboratories Abbotl Park, IL 60064 USA
and
ABBOTT 65205 Wiasbaden, Germany
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a Abbott

Legal Manufactures’s Name:
Legat Mauufaciurer’s Addeess:

CertiNente Tdennifemdon —

Declaration of Conformity

a2 —

Abboit lrelund Diagnostics Division

Finisklin Business Park

{Nume and Address)

Department: Regulatory Affairs.

Sligo
[ relhind
List Numbers GMDN Code Names and Deseiiption of Devices Classification
and Slze Code
of Devices
TK68-22 30288 ARCHITECT CLA Reagent Self-declared
TK68-27 30288 ARCHITECT CEA Reagent Self-declared
TK68-32 30288 ARCHITECT CEA Reagent Self-declared
TKE8-35 30288 ARCHITECT CEA Reagent Self-declared
TK68-02 38174 ARCHITECT CEA Calibrators Self-declared
7K68-12 38173 ARCHITECT CEA Contrals Sell-declared
Authorized European | N/A m
Representative
{Naime and Addiess)
Storage site of technteal | Abbo Irefand Diagnostics Division, Fimisklin Business Park, Sligo, County Sligo, freland.
documentation

Harmonized Standards

Listed in the Techaical Docusnentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the CIt
marking, conform with the applicable provisions of the CC Dircctive 98/79/EC of the European Parliament and of the
Council of 27 Qctober 1998 on In Vitro Disgnostic Medical Devices as they arc transposed into the: lawa of the member

states.

‘I'his declaration is made in accordance with Annex L of the IVD Directive and Is issued under the sole responsibility of the

i -1

manufacturer.
Sipgnature:
Full Name:  — wjull Plunkent

Pasition:  Quality Manager

Date of Approvai:
Date Issued:

Supersedes:

e Sonn e

Moo &
__30NovI09

Signature:

Full Name:
Pasition:

Date of Approval:

Piace lssued:

Effective {Date or
1.ot Number):

./Z[':’\f\- s -K(J’I.(.:EL__LE'.{_::)

_l.orraine Whitney
Senior Manager Regulatory AlTairs
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_aﬂbbott

Certificate Identification:
Legal Manufacturer's Name:

Legal Manufacturer’s Address:

Declaration of Conformity
02K91 LC

IRIS V4.2

Abbott Laborataries
Dingnostics Division

Abbott Park, IL 60064 USA

List Numbers
and Size Code
of Devices

GMDN Code

Names and Description of Devices

Classification

2K91-20
2K91-23
2K91-25
2K91-27
2K51-28
2K91-29
2K91-35
| 2K91-38

60976

ARCHITECT CA 19-9xr Reagent Kit

Self-declared

2K91-01

38225

ARCHITECT CA 19-9xr Calibrators

Self-declared

| 2K91-10

38224

ARCHITECT CA 19-9xr 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)

Fujirebio Diagnostics, Incorporated
201 Great Valley Parkway
Malvern, PA 19353, USA

Fujirebio Diagnostics, [nc.
Seguin, TX 78155, 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 ransposed into the laws of the mernber states.
This declaration is made in accordance with Annex 111 of the 1VD Directive and is issued under the sole responsibility of the

manufacturer.
- . . ¥ = A — ( ':! .hll ) i
Signature: é"_‘r’?‘ g E{_;; /_,i,'l?....; é_i 2 F7C s Signature: ‘{%_L,‘(‘Q;,\“‘—{I\ L “:\f\
Full Name: £/ 22/, Jé,q LEr 14 7 Full Name: ol oogin, Wil Tt Sie,
Position:  Quality Manager Position: Regulatory Affairs Manager
Date of Approval: s /_/ / _/3:.‘9 /5 - Date of Approval: ‘S\t‘&)\ '\5
)  Ppbotr Labvahng
Date Issued: _5_'/4 R/301< - Place Issued: NigémnaTic :‘ et .
. Effective (Date or s Al PN Bl
Supersedes: July 21,2014 Lot Number): AR/ A0 I"-Lt+ Lt -




ARCHITECT
CA 19-9XR Calibrators

Read Highllghted Ghanges: Revised Oclob

INTENDED USE

The ARGHITECT CA 19-9%R Calibrators are for the calibration of the
ARCHITECT iSystemn when used for the quantitative determination of
1116-N8-19-9 reactiva delerminants in human serum or plasma.
Reier to the ARCHITECT CA 19-8XR reagent package Insert and

ARCHITECT System Operatlons Manual fer addlilonal information.

CONTENTS

& Bottles (4 mL. each} of ARCHITECT CA 19-9XR Calibrators.
Catibrator A conlains TRIS buffer with protein (bovine) stagilizer.
Calibrators B - F contain 1118-NS-19-9 reactive determinanis
(human) preparad in TRIS buffer with protein {boving) stabilizer.
Preservatives; sodium azide and ProClin 300,

The calibrators yield the I'ollowmg concentrations:

|l_.._

Calibrator CA 19-9 Concentration (U/mL}
0

30

100

250

[eacTE] 600

@E} 1200

STANDARDIZATION

GA 19-9 assay values are expressed as UfmL. A unit is a value
related to a Fujirebio Diagnostics, Inc. rmaintained reference
preparation. The calibratars for the ARCHITECT CA 19-8XR assay
are manuiactured volumetrically and are referenced to this standard
preparad by Fujirebio Dlagnostics, inc. There Is no Internationally
recognized CA 18-9 standard available at this time.

PRECAUTIONS

= For In Vitro Diagnostic Use

. A CAUTION: This product contains human-sourced and/

or potentially infecticus components. Calibrators B-F contain
antigen derived from a human cell line. No known tesi methad
can offer complete assurance that products derived from human
sources or inactivaied microorganisms will not transmit infection.
Therefore, all human-sourced matetials should be considered
potentially infectious. It is rescommended that these reagents and
human specimens be handled in accordance with the OBHA
Standarg on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected of containing infectious agents.™*

[ en

[rEF] 2K91-01 O CA 19-9XR
2K91
604-001 8/14/R11
S2K910
fmaih Ei?. » il el X
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Safety Data Shests are available at www.abbotidiagnostics.com or
contact youy Iocal representative,

Fan a dekilled, fiscustian af safety precalicns duing sytan
12 ,. ‘st jo the ARCHITECT Systdrm Oeratons kanual,
?I-' 1]

STORAGE

« Calibrators are stable until the expiration date when stored and
handied as directed.
» Do nof use past expiration date.

/H/'B-c
. 2C

PREPARATION FOR ANALYSIS

« Calibrators may be used mmediately after removal from 2-8°C
storage.

« Prior fo use, mix by gentle inversion {5-10 bmes},

« After each usa, tightly close the caps and return the calilbratars
o 2-8°C storagé.

BIBLIOGRAPHY

i, US Department of Labor, Occupational Sately and Heallh
Adrmimistration, 26 CFR Par 1910 1030, Bloodborns pathogens.

%, US Depariment of Health and Human Services. Biosafely in
Microbiofogical and Biomedical Laborateries. 5th ed Washinglon, DC:
US Governmen! Printing Office; December 2009,

3, World Health Organizalion. Laboratory Biosafety Manual. 3rd ed
Geoneva: World Health Organization; 2004.

4. Clinical and Laboratory Standards Instituta (ClBI) i;a:.emn.h_ﬁ
of Laboratory Workers from Occupationally A R T T
Approved Guideline- Third Edition. GLSI D -T:ro-m [FiRE AR Ly

PA: GLSI; 2005. f=
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[. = .(-r.ﬂ
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Key to Symbols
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| PRODUCED FOR ARDOTT BY

PADDUCT OF UEA |

Caution

Consult instructions for use

Manufacturer

Tempearature limitation

Use by/Expiration date

Calibrator {A,B,C.DE or F)
Contalns Sodium Azlde, Contact
with acids liberates very loxc
gas.

Authorized Reprasentative in the
European Community
{nformation needed for United
States of Amerlca only

in Vitro Diagnostic Medical
Device

Lot Number

Produced for Abbott by
Product of USA
List Numbar

Warning: May cause an allergic
reaction.

ARCHITECT is a trademark of Abbott Laboratories in various
Jurisdictions. All other rademarks are property of thelr respecilve

owners.

Abbott Laboratories [ec]rer] ABBOTT c €
H Max-Planck-Ring 2

Diagnostics Division
Abbott Park, IL 60064
usa

[rRODUCED FOR ARROTT BY ]

65206 Wissbaden
Germany
+49-8122-580

Fujirabio Diagnostics inc., Malvern, PA 18355 USA

Gustomer Service: Contact your local representative
or find country-specific contact Information on

www.abbottdiagnostics.com

Ravised Cclober 2014,
®2005, 2014 Abbotl Laboratories

a Abbott




a Abbott

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Declaration of Conformity

02K45 LC RIS V4
Abbott Laboratories

Dingnostics Division

Abbott Park, IL 60064 LSA

List Numbers
and Size Code
of Devices

GMDN Code

Names and Description of Devices Classification

2K45-20
2K45-23
2K45-25
2K45-28
2KA45-35
2K43-38

54588

ARCHITECT CA 125 IT Reagent Kit Self-dechared

2184501

3823

ARCHITECT CA 125 11 Calibrators Self-declared

2K43-10

38230

Self-declored

ARCHITECT CA 125 11 Controls

Authorized Europesn

(Name and Address)

Representative

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

Storage site of technical

(Name and Address)

documentation

|
I
I
Fujirebio Disgnostics, Incorporated
201 Great Valley Parkway

Malvern, PA 19355, USA

Fujirebio Diagnostics, Inc.

Seeuin, TX 78155, 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 Coungil of 27 October
1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole responsibility of the

manufacturer.

Signature

Full Name:
Position:
Date of Approval;

Date Issued:

Supersedes:

(Ll M i

e AW L

AR b !' ! \
Signature: )\\“L ._-:g____‘:\]-._'t LA :
_—-Tr 5 i"*.f\“ T

Full Name: Tu"ka.{‘i ;._-:?,x iy =

§

Quality Manager Position: Rﬂg‘lﬁalu\r; Adffiirs Manager
5//,'/ /Q)C’/f Date of Approval: 0| {4 % . A
-r— g L — LB“ - ?‘
/s B e hwiv e
Effective {Date or — fo e Y 1
February 28, 2012 Lot Number): V2L 70—




a.ﬂhhutt

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

Declaration of Conformity

ATDD 7K70

Abhott Ireland Disgnostics Division

Finisklin Business Purk

Sligo
Ireland —
| List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices —
TK70-20 37286 ARCHITECT Total PSA Reagent Kit Annex |1 List B
7K70-25 37286 ARCHITECT Total PSA Reagent Kit Annex 11 List B
TK70-30 37286 ARCHITECT Total PSA Reagent Kit Anuex [1 List B
TK70-01 18208 ARCHITECT Total PSA Calibrators Annex 11 List B
7K70-10 38207 ARCHITECT Total PSA Controls Angex U1 List B

Authorized Luropean
Representative
(Name and Address)

NIA

Notified Body
{Name and Address)

Approval Certilicate No.

UL International (LK) Lad,
Wonersh House,

The Guildway,

Old Portsmouth Road,
Guildford,

Surrey, GU3 ILR,

United Kingdom

Certificate Mumber; 36i.130510

Storage of site technical
documentztion (Name and
Address)

Abbott treland Diagnostics Division, Finisklin Business Park, Sligo, Cpunty Sligo,

Ireland. Department: Regulatory Affairs.

Harmonized Standards

Listed in the Technical Documentation

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 Directive 98/7
Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as th

9/EC of the European Parliament and of the
ey arc transposed into the laws of the member

/;JM/"{' E/J(/ul'}‘f.bt}

Lorraine Whiiney .

Manager Regulatory Alffairs__

04 ppty 201y

AIDD Sligo

I Meg 1%

states,
This declaration is made in accordance with Anaex [V of the VD Directive and is issued under the sole responsibilily of the
manufacturer. ol
———
Signature: A — Signature:
Full Name:  Niall Plunkett R
Position:  Quality Manager Position:
Date of L TG Wy : .
Approval: s Drate of Appraval:
Date Issued: 14 Mo 4 Place [ssued:
. 20 Ma ' EiTective (Date or
SpSipedss; 2010 3 Lot Number):

4



EC CERTIFICATE

Abbott Ireland Diagnostics Division

Finisklin Business Park
Sligo IRELAND

EC Certificate - Full Quality Assurance
System Approval Certificate

Annex IV (excluding sections 4 and 6) of Council Directive 98/79/EC on In Vitro
Diagnostic Medical Deviges

Scope of Certificate:
The design and manufacture of immunoassay based In vitro diagnostic devices for the detection and monitoring of
infectious disease and other clinlcal markers

Device Classifications:
Annex Il List A
Annex Il List B

Device Descriptions and Model Type:
Please refer to Attachments: 1, 2, 3, 4,5

We hereby declare that an examination of the full quality assurance system has been carried out fo|towing the
requlrements of the national legislation to which the undersigned Is subject, transposing Annex IV {with the
exemption of sections 4 and 6) of Council Directive 98/79/EC on In Vitro Dlagnostic Medical Devices. We certify that
the full quality assurance system conforms with the relevant provisions of the aforementioned directive and is
subject to periodic surveillance as required by 98/79/EC, Annex IV, Section 5. For Annex I, List A devices where
they are covared by this certificate, an EC Deslgn Examination certificate according to 98/79/EC, Annex IV, Section
4 is required. This certificate is Issued with 5 attachments listing product references.

File Number A18074 Cycle Start Date June 24, 2016
Certificate Number 361.181012 Effective Date October 12, 2018
Initial Issue Date  June 23, 2004 Expiry Date Jjune 23, 2019

Authorised by

o t
i =1
11—
Pt
St

e NS —r
Notified Body SN U Ay,
Paul Daysh AT o5 Y
Certlfication Manager / ~Gheck Certiffcate
For end on Behalf of UL Intemational (UK) Ltd Je g '-Eyatus- 2
ff = -4 2§ b ‘,’_',;-_ =
IVDD A4 S3FQ L'-!Lflniﬂr"m‘!"? { (1K) Limited
00-MB-AD043 lssue; 15.0 Wonersh House, The Gullq,_'i:am-.i_;lid Fg E'mgtﬁ‘-lftpﬂl:g I
Guildford, Surrey,|GU3 1LR, United Kingdom |
ey Tt
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/

L]




EC CERTIFICATE

Abbott Ireland Diagnostics Division

Finisklin Business Park
Sligo IRELAND

Attachment 2 of 5

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

Model/Type Classlification G/UMDN Code
ARCHITECT Antl-HBs Controls 7C18-13 Annex Il List A ]
ARCHITECT Antl-HBs Reagent Klt 7C18-20 Annex | List A
ARCHITECT Anti-HBs Reagent Kit 7C18-25 Annex |l List A
ARCHITECT Antl-HBs Reagent Kit 7C18-27 Annex I} List A
ARCHITECT Anti-HBs Reagent Kit 7C18-28 Annex Il List A
ARCHITECT Anti-HBs Reagent Kit 7C18-30 Annex Il List A
ARCHITECT Anti-HBs Reagent Kit 7C18-34 Annex |l List A
ARCHITECT Antl-HBs Reagent Kit 7C18-37 Annex | List A
ARCHITECT Anti-HBs Reagent kit 7C18-38 Annex || List A
ARCHITECT HBsAg Confirmatory V.1 Calibrators 9C94-01 Annex il List A
ARCHITECT HBsAg Confirmatory V.1 Controls 9C54-10 Annex Il List A
ARCHITECT HBsAg Confirmatory V.1 Reagent Kit 9C594-25 Annex Il List A
ARCHITECT HBsAg Qualitative Il Reagent:Kit 2G22-35 Annex il List A
ARCHITECT Anti-HBs Reagent Kit 7C18-29 Annex |l List A
ARCHITECT Anti-HBs Reagent Kit 7C18-41 Annex |l List A
ARCHITECT Antl-HBs Reagent Kit 7C18-39 Annex Il List A
ARCHITECT Anti-HB4 Resgent kit 7C18-42 Annex It List A
ARCHITECT Anti-HEs Reagent it TT18-33 Annex Il List A
Alinlty i HRsAg Calibrators CEPGEOL Annex Il List A
Alinity i HBsAg Controls 0570810 Annex i List A
File Number A18074 Cycle Start Date June 24, 2016
Certificate Number 361.181012 Effective Date October 12, 2018
Initial Issue Date  June 23, 2004 Expiry Date Jjune 23, 2019

Authorised by

 — y
| —— §
—_— {
. ]
A

Notified Body =

Paul Daysh e
0 8 4 3 Cortificatlon Manager Chetk Certificate
Far and on Behalf of UL International (UK Ltd ﬁ'my N
i 7l
I UL Intefaationaf (LK) Limitad
00-MB-AG0A43 Issus: 15.0 Wonersh House, The Guildway, i Ponsmouth Road,

Guildford, Surrey, GU3|{LR, United Kingdom:
Y - l'.: -

(




EC CERTIFICATE

Abbott Ireland Diagnostics Division

Finisklin Business Park
Sligo IRELAND

Attachment 4 of 5

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

Model/Type Classification G/UMDN Code
Alinity | HBsAg Reagent Kit 08P0812 Annex Il List A
Alinity | Anti-HBs Reagent Kit 07P8932 Annex Il List A -
Alinity i Anti-HBs Reagent Kit 07P8957 Annex |l List A -
ARCHITECT Rubella IgM Reagent Kit 6C18-25 Annex Il List 8 -
ARCHITECT Rubella IgM Calibrator 6C1801 Annex |l List B
ARCHITECT Rubella IgM Controls 6C18-10 Annex |l List B -
ARCHITECT Rubella IgG Reagent Kit 6C17-26/36 Annex |l List B -
ARCHITECT Rubellz g6 Calibrators 6C17-03 Annex Il List B -
ARCHITECT Rubella gG Controls 6C17-13 Annex |l List B -
ARCHITECT Free PSA Reagent Kit 7K71-20/25 Annex Il List B -
ARCHITECT Free PSA Calibrators 7K71-01 Annex |l List B
ARCHITECT Free PSA Controls 7K71-10 Annex |l List B -
ARCHITECT Total PSA Reagent Kit 7K70-20/25/30/35 Annex |l List B -
ARCHITECT Total PSA Callbrators 7K70-01 Annex |l List B
ARCHITECT Total PSA Controls 7K70-10 Annex |l List B
ARCHITECT CMV IgG Avidity Reagent Kit 3L46-25 Annex |l List B
ARCHITECT CMV IgG Avidity Calibrator and Controls 3L46-11 Annex |l List B
ARCHITECT CMV IgG Reagent Kit 6€15-20/25/30 Annex Il List B
ARCHITECT CMV IgG Calibrators 6C15-01 Annen |l List B
ARCHITECT CMV IgG Controls 6C15-20 Annex |l List B -
File Number A18074 Cycle Start Date lune 24, 2016
Certificate Number 361.181012 Effective Date October 12, 2018
Initial Issue Date June 23, 2004 Expiry Date June 23, 2019

Authorised by

Notified Body Peo—

Paul Daysh

Certificatlon Manager f ?:hqa:}g Cerfificate
For and on Behalf of UL Intemational (UK) Ltd i ) Stil‘t’zlf* hite
UL Interrational (UK Limited
VDD . A 2
00-MBAGDA3 lsues 15.0 Wonersh House, The Guildwaly, Olg'Forsmouth Road,

Guildford, Surrey, GU3 1LR, 'n;i}r?q Hingdbm
A Vet 5%
f




EC CERTIFICATE

Abbott Ireland Diagnostics Division

Finisklin Business Park
Sligo IRELAND

EC Certificate - Full Quality Assurance
System Approval Certificate

Annex IV (excluding sections 4 and 8) of Council Directive 98/79/EC on In Vitro
Diagnostic Medical Devices

Scope of Certificate:
The deslgn and manufacture of Immuncassay based in vitro diagnostic devices for the detection and menitoring of
infectlous disease and other clinical markers

Device Classifications:
Annex Il List A
Annex Il List B

Device Descriptions and Model Type:
Please refer to Attachments: 1, 2,3, 4,5

We hereby declare that an examination of the full quality assurance systam has been carried cut following the
reguirements of the national legislation to which the undersigned is subject, transposing Annax IV (with the
exemption of sections 4 and §) of Council Directive 98/T3/EC on In Vitro Diagnostic Medical Davices. We certify that
the full quality assurance system conforms with the relevant provisions of the aforementioned directive and is
subject to periodic survelllancs as required by BT/EC, Annex IV, Section 5. For Annex Ii, List A devices where
they are covared by this certificate, an EC Design Examination certificate according to 98/79/EC, Anfiex IV, Section
4 Is required. This certificate is issued with § attachments listing product references.

File Number A18074 Cycle Start Date June 24, 2016
Certificate Number 361.181012 Effective Date October 12, 2018
Initial Issue Date June 23, 2004 Expiry Date June 23, 2012

Authorised by

T =

-

Notified Body ==

st g
e pa &

Paul Daysh TR
Certification Manager r’-’_fr--.'ﬁbﬁlshﬂarﬂficate
For and on Behalf of UL International (UK} Ltd £ status: hbie
£ ¥zt
(VDD A4 53 FQ I-"L UL Intermationak (LK) Lipitag
00-MB-AQDA43 lssuer 15.0 Waonersh House, The GuiBway, Oid Fogsmouth Road

Gulldford, Eunig'!f, G ILR, L



EC CERTIFICATE

Abbott Ireland Diagnostics Division

Finisklin Business Park
Sligo  IRELAND

Attachment 1 of 5

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

Madel/Type Classificatian G/UMDN Code
ARCHITECT HBgAg Oualitative Il Calibrators 2622-01 Anmnex ) List A -
ARCHITECT HesAg Crualitative Il Reagent Kit 3G32-25 Annesdl st A
ARCHITECT Hashg Qualitative Il Reagent Kit 2622-30 Arnex 1| List A =
ARCHITECT HBsbg CQualltative || Confirmatery Reagent Kit 2G23-25 Anney || List A .
ARCHITECT HBsAg Callprators 3MS1-01 A |1 LST A
ARCHITECT HBshg Callbrators IMG1-07 Anne || List A
AHCHITECT HBaAg Controts GC36-10 Annex | List A
ARCHITECT HBsAg Reagent Kit 6C36-22 Anpex L List A
ARACHITECT HBsAZ Reagent Kt 603627 Annax il List &
ARCHITECT HBsag Reagant Kit 6C36-32 Annex Al List & #
AACHITECT H3eAR Aeagent Kit EO3E-29 Anpngi |l List A& -
ARCHITECT HitzAg Resgent Kit BCIE-34 Annex || List &
ARCHITECT HBsAR Aeagent Kit BC3E-35 Annex 1 Lst A
ARCHITECT HEaAE Apagent Kit GC36-43 Anne || List
ARCHITECT HBsAg Reagent it BC3E-24 A 1 List A
ARCHITECT HBEzAg fleagent Kit BC3E-41 Anne || List &
ARCHITECT ABsAg Reagant Kit 63647 Anpes |l List A
ARCHITECT Antl-HBs Caifbraton 7C14-01 Annex | List &
ARCHITECT Anti-HBs Calibrators 7C18-03 Annex Ll List A
ARCHITECT Anti-HBs Controls 7C18-10 Annex I List A -
File Number A18074 Cycle Start Date June 24, 2016
Certificate Number 361.181012 Effactive Date October 12, 2018
Initial Issue Date June 23, 2004 Expiry Date June 23, 2019

Auihorised by

oY =
o |
Notified Body A0 T

Paut Daysh ;

A i | K
Certification Manager fz.,fhﬁﬂ#ﬁ&tﬂﬁtatﬂ'
For and on Behalf of UL International (UK) Ltd P Status: | F_ ;
VDD Ad §3 FQ ‘.:‘IL Intetm -.IE",.{ K) Limitag
00-MB-A0043 [ssue: 15.0 Wonersh House, The Guifdway, Od-Rarsmouth Road

Guildford, Surrey G4 1LR, U




EC CERTIFICATE

Abbott Ireland Diagnostics Division

Finisklin Business Park
Sligo IRELAND

Attachment 2 of 5

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

Model/Type Classification G/UMDN Code
ARCHITECT Anti-H8s Controls 7C18-13 Annex |l List A
ARCHITECT Anti-HBs Reagent Kit 7C18-20 Annex Il List A
ARCHITECT Anti-HBs Reagent Kit 7C1B-25 Annex Il List A
ARCHITECT Anti-HBs Reagent Kit 7C18-27 Annex 1l List A
ARCHITECT Anti-HBs Reagent Kit 7C18-28 Annex Il List A
ARCHITECT Anti-HBs Reagent Kit 7C18-30 Annex |l List A
ARCHITECT Anti-HBs Reagent Kit 7€18-34 Annex |l List A
ARCHITECT Anti-HBs Reagent Kit 7C18-37 Annex Il List A
ARCHITECT Anti-HBs Reagent kit 7C18-38 Annex IE List A
ARCHITECT HBsAg Confirmatory V.1 Calibrators 9C34-01 Annex 11 List A
ARCHITECT HBsAg Confirmatory ¥.1 Controls $C94-10 Annex I List A
ARCHITECT HBsAg Confirmatory V.1 Reagent Kit 9C94-25 Annex [l List A
ARCHITECT HBsAg Qualitative H Reagent Kit 2G22-35 Annex Il List A
ARCHITECT Anti-HB8s Reagent Kit 7C18-29 Annex Il List A
ARCHITECT Anti-HBs Reagent Kit 7C18-41 Annex || List A -
ARCHITECT Anti-HBs Reagent Kit 7C18-33 Annex 1l List A
ARCHITECT Anti-HBs Reagent Kit 7C18-42 Annex |l List A -
ARCHITECT Antl-HBs Reagent Kit 7C18-33 Annex |l List A
Alinity i HBsAg Calibrators O8POBO1 Annex Il List A
Alinity | HBsAg Controls 0BPOS10 Annex Il List A
File Number A18074 Cycle Start Date June 24, 2016
Certificate Number 361.181012 Effective Date October 12, 2018
Initial Issue Date June 23, 2004 Expiry Date June 23, 2019

Authorised by

NOtified BOdy Paul Daysh

0 8 4 3 Certification Manager = Ghick Certificate
For and on Behalf of UL International (UK) Lid ,f_"\x?f‘:; 5 m_ hes e
IVDD A4 S3 FQ i o Intﬂfﬂaﬂiﬂﬂ_ﬂ'f'[ﬂ k) Limited
£0-MB-AD043 Issua: 150 Wonersh House, TnE' Gulldiga, Okl Pgrismautn Read,
Guildford, : urrey, GUD .igF};!l_lfL_iled:‘:ﬁhgdum
\ Pl
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L=
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EC CERTIFICATE

Abbott Ireland Diagnostics Division

Finisklin Business Park
Sligo  IRELAND

Attachment 3 of 5

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

Model/Type Classification G/UMDN Code
Aliniry | HEsAg Reagent Kit OBMOB52 Arrries 11 LISC A -
Alinity i HEsAg Confirmatery V.1 Calibrators DEPOIOL Anpie |1 ListA
Mlissity | HAsAg Confirmatery V.1 Controls 08P0910 Artne 1] List &
Blinly i HBEsAg Confirmatony V.1 Reagent Kit 0BPOS22 Annex | List A
Alinity | HBsAg Qualizstive | Calibrators CEF100L Annex | ListA
Alinity | HBsAg Qwalltative || Controis 0871010 Anme || List A
Alinity | HBsAg Cualitative || Reagent Kit 08R10122 Annax il List &
finity | HBsAg Clualitative Il Confirmatory Reagant Kit 02F1122 Annax | Livt &
Ainity | Ant-HBs Repgent Kit 0TPE5IZ Annex || List A
Alinaty | Antl-HBs Controls 07PEI10 Arnex || List A
Alinity EARL-HEs Calibrators 07TPES01 Annes || List A
Alnlty | Aml-HEs Reagent Kit 07PASEZ Annex | st A
Alimity 5 HBsAE Aeagent Kt DEPO2SS Anne | List &
Allnity s HesAg Confirmatony Reagent Kit DEPO3SET Annew | List A
ABnity 5 HBsAR Callbratar Kit O6POZ0Z Annex | List A
Alinity & HisAg Assay Contral kit OEPOIO Anneax || List &
Allnity s HEsAR Azleaze Control Kit BEPO212 Annes Il List A
ARCHITECT HEsAg Qualitative I Contrals 2G22-10 Annex || List &
Alinlty | H3sag Quafitative 1| Reagant Kit 08P1032 Ancey |1 List A
Aliniey | HsAg Rengent Kit 0BPOBIZ Anmex || LisE A
File Number A18074 Cycle Start Date June 24, 2016
Certificate Number 361.181012 Effective Date October 12, 2018
initial Issue Date  June 23, 2004 Expiry Date June 23, 2019

Authorised by

@GL

Notified Body

Paul Daysh
Certification Manager *"'{':\Fa ChE{k C:Erttflcnte
For and on Behalf of UL Inlernational (UK} Ltd _,/ I peeigka e, ¥
o Lol
VBTG F AP UL Inlamailurlal"i_l..m} Limited
00-MB-AQ043 Issue: 15.0 Wonersh House, TlpuGqu-m_ﬂ, ;‘jld.Fartsnﬂum Road,
Gunldl‘ﬂm} Eu{rey‘-mﬂ 1 LR/grpstq:_i Ringdom
o L :




EC CERTIFICATE

Abbott Ireland Diagnostics Division

Finisklin Business Park
Sligo IRELAND

Attachment 4 of 5

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

Model/Type Classification G/UMDN Code
Alinity | HBsAg Reagent Kit D8POB22 Annex |l List A -
Alinity i Anti-HBs Reagent Kit 07P8932 Annex Il List A
Alinity i Anti-HBs Reagent Kit 07P8957 Annex I List A -
ARCHITECT Rubella 1gM Reagent Kit 6C18-25 Annex |l List B .
ARCHITECT Rubella IgM Calibrator 6C18-01 Annex Il List B
ARCHITECT Rubella IgM Contrals 6C18-10 Annex |l List B -
ARCHITECT Rubella IgG Reagent Kit 6C17-26/36 Annex |l List B -
ARCHITECT Rubella 1gG Calibrators 6C17-03 Annex Il List B
ARCHITECT Rubella IgG Controls 6C17-13 Annex Il List B
ARCHITECT Free PSA Reagent Kit 7K71-20/25 Annex 11 List B -
ARCHITECT Free PSA Calibrators 7K71-01 Annex |l List B
ARCHITECT Free PSA Contrals 7K71-10 Annex |l List B -
ARCHITECT Total PSA Reagent Kit 7K70-20/25/30/35 Annex Il List B
ARCHITECT Total PSA Calibrators 7K70-01 Annex |l List B
ARCHITECT Total PSA Controls 7K70-10 Annex i List B
ARCHITECT CMV IgG Avidity Reagent Kit 3L46-25 Annex |l List B
ARCHITECT CMVY IgG Avidity Calibrator and Controls 3L46-11 Annex Il List B
ARCHITECT CMV IgG Reagent Kit 6C15-20/25/30 Annex Il List B
ARCHITECT CMV IgG Calibrators 6C15-01 Annex |l List B
ARCHITECT CMYV 1gG Controls 6C15-10 Annex It List B
File Number A18074 Cycle Start Date June 24, 2016
Certificate Number 361.181012 Effective Date October 12, 2018
Initial Issue Date  June 23, 2004 Expiry Date June 23, 2019

Authorised by

o =

Notified Body

Paul Daysh e
0 8 4 3 Certification Manager _Aheck Certificate
For and on Behalf of UL Intemational (UK) Ltd LA ol
et e
WlsiIntornatiofal (UK) Limfted
8! T L f
e IATE Wonersh House, The Gulitday. SlaBPartsmouti Read,
Guildford, Surrais@Ua TLRE United Kingdam
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EC CERTIFICATE

Abbott Ireland Diagnostics Division

Finisklin Business Park
Sligo IRELAND

Attachment 5 of 5

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

Model/Type Classification G/UMDN Code
ARCHITECT CMV IgM Reagent Kit 6C16-20/25/30 Annex I List B -
ARCHITECT CMV lgM Calibrator 6C16-01 Annex |l List B
ARCHITECT CMV lgM Controls 6C16-10 Annex |l List B -
Alinity | CMV 1gG Reagent Kit 07P4222 / G7P4232 Annex || List B -
Alinity i CMV IgG Calibrators 07P4201 Annex |l List B
Alinity | CMV 1gG Controls 07P4210 Annex [l List B -
Alinity | CMV 1gM Reagent Kit ~ 07P4422 / 07P4432 Annex i ListB -
Alinity i CMV IgM Calibrator 07P4401 Annex |l List B -
Alinity i CMV 1gM Controls 07P4410 Annex Il List B -
Alinity | HBsAg Reagent Kit OBPD357 Annex |l List A
Alinity i Rubella |gG Reagent Kit 08P4622 / 08P4632 Annex |l List B -
Alinity i Rubella 185 Calibrators 08P4601 Annex |l List B -
Alinity i Rubella 1gG Controls D8P4610 Annex [l List B
Alinity i Rubella [gM Reagent Kit 08P4722 / 0BP4732 Annex |l List B
Alinity i Rubella }gM Calibrator 08P4701 Annex 1l List B
Alinity i Rubella IeM Controls QBP4710 Annex |l List B
Alinity i CMV IgG Avidity Reagent Kit 07P4322 Annex |l List B
Alinity i CMV 1gG Avidity Controls 07P4310 Annex Il List B
Alinity s CMV |gG Qualitative Reagent Kit 06P1045 Annex |l List B -
Alinity 3 CMYV 126G Qualitative Calibrator Kit 06P1002 Annex |l List B
Alinity s CMV IgG Qualitative Assay Control Kit 06P1010 Annex |l List B
Alinity s CMVY IgG Qualitative Release Control Kit 06P1012 Annex Il List B
Alinity | Free PSA Reagent Kit 07P9320 / 07P9330 Annex Il List B
Alinity i Free PSA Calibratars 07P2301 Annex Il List B -
Alinity | Free PSA Controls 07P9310 Annex |l List B -
Alinity i Total PSA Reagent Kit 07P9220/07P9230 Annex I List B
Alinity i Total PSA Calibrators 07P9201 Annex 1l List B -
Alinity 1 Total PSA Controls 07P3210 Annex Il List B -
File Number A18074 Cycle Start Date June 24, 2016
Certificate Number 361.181012 Effective Date October 12, 2018
Initial Issue Date June 23, 2004 Expiry Date June 23, 2019
Autherised by
=,
’P\BGL ] ==l
L. |
S
Notified Body e,
Paul Daysh = h Ll
0 8 4 3 Certification Manager Check Certifigate -
For and on Behalf of UL International (UK) Ltd .f"é.ﬁlr:ﬂ" i
VDD A4 S3 FQ UL fmﬂﬂ"?ﬂw
00-MB-A0043 ssus: 15.0 Wonersh House, The Guildway, Qg Paorts

Guildford, Surrey, GU3|1LR, U



E Abbott

Declaration of Conformity

Certificate 1dentification:
Legal Manunfacturer's Name:
L.egal Manufetures's Address;

11pC-2022-AIDD Slige
Abbatt leeland Diagriostics Division

Finisklin Business Park. Sligo, Ireland

List Mumbers GMDN Cade Names and Description of Devices Classification
| and Size Code
of Devices
20332.25 48321 ARCHITECT HBsAg Qualitative 11 Reagent Kit Annex I Lisi A
202230 48321 ARCHITECT HBsAg Qualitative 1l Reagent Kit Annex 11 List A
22335 48321 ARCHITECT HBsAg Qualimtive {1 Heagent Kit Annex 11 List A
2G22-01 41999 ARCHITECT HBsAg Qualitative 11 Calibrators Annex 11 List A
2G22-10 42000 ARCHITECT HBsAg Qualitative 11 Controls Annex 1 List A

Avthorized European
Hepresentnlive (nume and address)

NIA

Naotifted Bady (name and address)

UL International [LTR) Lid
Wonersh House,

The Guildwiy,

O1d Pontsmounth Rond,

Guildford,

Surrey, GUI TLR, United Kingdom

_ﬁntiﬁa& B-udy number

543

Appraval Certificeaie No.

361

Storage slie of technienl
docnmeniation (nume and nddress)

Abboit Ireland Dingnostics Division, Finisklin Business Purk, Sligo, lreland,

Depariment; Regulotory Affairs.

Harmonized Standards

Listed in the Technical Doctmentation

We, the undersigned, hereby dectare that thelin vitro diagnustic medical devices described above and bearing
the CE marking, conjorm with the appticahle provisions of the EC Directive 98/79/EC of the European
Parfiament and of the Council of 27 Octoberit998 on In Viiro Diagnostic Medical Devices as theyare
transposed into the laws ol the member states.

This declaration is made in accordance with Arnex 1V of the IVD Directive and is issued under the sole

responsibility ef the manufactarer.

e

Signature: o .«_"*_-‘_ 2 NN Signature:

Full Name: Joe Murray Full Name:

Position: Quality Managar Posittion:

Daie of Approval: 8 . \F — Date of Approval:

Date Issued: L SA 2y d Place Issoed:
S Effective (Dale or

Supersedes: 13 Nov 2013 Lol Number):

. /ﬂh&uciddr_ 7 fm'j‘,

Lorraine Whilney

Senior Manager Regutatory Aflairs

VAl T

3 0

ALDD, Sligo

TR Zent T




a Abhott

Declaration of Conformity

Certificale ldentification: DOC-7C | 8 (re-standardised Mag-Scp) -AIDD Slige
Legal Manufacturer’s Name; Abbolt Ireland Diagnostics Division
Legal Manufactures’s Address; Finisklin Business Park, 5ligo, Ireland

List Numbers | GMDN Code Classifecation
and Size Code

Names anﬁ Description of Devices

of Devices I
31829 | 48316 | ARCHIVECT Anti-liis Resgem Kit Aanex 11 List A
[ 0] B30 18116 ARCTITTEC T Anti=1Hs Rengont Kil Anmex It List A
I T TR 48316 | ARCHIECT Anti-l 113 Reagent K il Annex 11 Lisi A
TCTEA 48316 | ARCHITECT Ant-tIBs Reagem Kit Aunex 11 List A
TCTRAL 48316 ARCHFTECT AnticiTBs Reageni Kit e tiLista
W [ 41997 ARCHITECT Anti-l s Calibrators N Annex 1] List A
TCIR-13 41998 ARCIITECT Anti-iBs Conwols Annes Il List A_|
“Autherized European . N/A - — T o

| Representative innme and nddress) | —

Notified Body (name and address) | UL International (LK) Lid
Wonersh House

The Guildway

Otd Portsmouth Road,

Guijldford,

= | Surrey, GU3 11L.R United Kinudom,

Notified Body number GE43

Approval Certificate No. | 361 ) ] L

Sloruge site of technical Abbon Treland Dipgnosties Division. Finisklin Business Park, Sligo, Ireland
documentation (name and wddress) | Department: Reguintory Aflairs

Harmonized Standards Listed in the Technical Docuimeniotion

—

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 taade in accordance with Annex IV of the IVD Directive and is issued vnder the sole
responsibility of the manufacturer.

d"-:"‘-.. f\ / e ]
Signature: Pl S "B, | Signature: ,t."{.i.' prea -f_,)r_ L
e ey g T

. ) | . ~
Full Name: Joe Murray Fult Name: Lorraine Whitney
Position; Quality Manager Position: Senior Manager Regulatory Affairs
Date of Approval: 21»\ M 3 Date of Approval: A2t ot L
Daie lssued: _AH Moy | F Place [ssued: AIDD, Sligo
Supersedes: 19 Dec 16 Cffective (Date or 2K Moo~ |F

Lot Number): =




) Abbott

Declaration of Conformity

Certificate ldentification: DoC-6C32/7P24-All DELK -
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
ol Devices
6C32-20 48331 ARCHITECT HBeAg Reagent Kit (4x100 Tests) | Annex Il List A
(C32-25 48331 ARCHITECT HBeAg Reagent Kit (1x100 Tests) | Annex 11 List A
63227 48331 ARCHITECT HBeAg Reagent Kit (1x100 Tests) | Annex I List A
6C32-37 48331 ARCHITECT HBeAg Reagent Kit (1x500 Tests) | Annex I1 List A
6C32-01 42007 ARCHITECT HBeAg Calibrators Anmex IT List A
6C32-10 42008 ARCHITECT HBeAg Controls Annex IT List A
TR24-01 42007 ARCHITECT HBeAg Quantitative Calibrators Annex IT List A
TP24-10 42008 ARCHITECT HBeAg Quantitative Cantrols Annex 11 List A
Authorized European [ N/A
Representative (name and address)
Notified Body (name and address) | LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37
TES, United Kingdom i
Notiflied Body number (88
Approval Certificate No. 0889641 T400033
Storage site of technical Abbott GmbH & Co. KG, Max-Planck-Ring 2, 65205 Wieshaden,
documentation (name and address) | Germany i
| 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 arcordance with Annex IV of the IVD Directive and is issued under the sole
responsibility of the |nanulf|l_'qt'q rer.

A ' N o f
.[ £ \ ol
Signature: _ / 1 ji Signature: ' '-.L« tL\}r\L‘{U\-r

Full Name: Dr. Holger Kost Full Name: Mareike Nowak
Assistant Manager Regulatory
Position: Head of Quality Position: Affairs/ Site Operations Germany
oa i n ’ 3 o )
Date of Approval: _r-'_.q_jf!:'f"' 2“;_ W Date of Approval: g} H A= '},,ng -4 X
Date Issued: Wslb. N Ol'}l} Place Issued: 65205 Wiesbaden, Germany
Effective (Date or 6C32-27: 86241L100
Supersedes: 13-Dec-2017 Lot Number): 6C32-37: 862421100 _




aﬁbbott

Declaration of Conformity

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

_DoC-6C34-All DELK
_ Abbott GmibH & Co. KG

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers | GMDN Code Names and Description of Devices Classification
und Size Code
of Devices
6C34-20 48348 ARCHITECT Anti-HBe Reagent Kit Annex 11 List A
(4x100 Tests)
GC34-25 48348 ARCHITECT Anti-HBe Reagent Kit Annex 11 List &
{1x100 Tests)
6C34-35 48348 ARCHITECT Anti-HBe Reagent Kit Annex 11 List A
(1x500 Tests)
GC34-01 JOBTI ARCHITECT Anti-HBe Calibrator Annex 11 List A
6C34-10 31014 | ARCHITECT Anti-HBe Caontrols Annex Tl List A

[ Authorized European
Representative (name and
address)

NiA

Notified Body (name and address)

LROA Limited, | Trinity Park, Bickenhill Lane, Birmingham B37

7ES, United Kingdom

Notified Body number

0oss

Approval Certificate MNo.

0088/0964174/00036

| Storage site of technical
documentation (name and
address)

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

f
Signature: } £A LA

),

Signature:

Full Name: v

Full Name:

Dr. Christian Brimer

Position: Manager Quality

Date of Approval:

Position:

'fcf{

Date Issued:
Place Issued:
Supersedes:

Effective (Date or
Lot Number):

Date of Approval:

Tl L

“Susanne Ulrich

Senior Manager Regulatory
Affairs/

Site Operations Germany

r.'ﬁ.f .r_ | Zr ik

2 e [204C

65205 Wiesbaden, Geminny

04-May-2045+4 - f./

6C34-35 Liot# 643481160+

/



a Abbott

Declaration of Conformity

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

DoC 8144 AIl DELK
Abbott GmbH & Co. KG
Max+-Planck-Ring 2, 65205 Wicsbaden, Germany

Classification

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

of Devices i
8Lad-25 48304 ARCHITECT Anti-HBc II Reagent Kit (1x100 Tests) Annex II ListA_|
8144-30 48304 ARCHITECT Anti-HBc¢ I Reagent Kit (4x500 Tests) Anpex IT List A
8L44-35 48304 ARCHITECT Anti-HBc II Reagent Kit {1x500 Tests) Annex IT List A
8L44-01 41983 ARCHITECT Anti-HBc II Calibrator Annex I List A |
81.44-10 41984 ARCHITECT Anti-HBc II Controls Armmex II List A

Authorized European
Representative (name and address)

N/A

Notified Body (name and address)

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

_Approval Certificate No.
Storage site of technical
documentation (name and address)

S —— —fingdom
Notified Body number 0088
0088/0964174/00117 .

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

Harmonized Standards

Lisied 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 Vitra 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 manufactarer.

Signature:

M

III #I(..’r r'.
LAR Ol {- KA

Full Name:

Position:

Date of
Approval:

iz

Dr. Christian Briimer
Manager Quality

UL’ -MM "xjf.:i./f’.gl

J

Signature:
Full Name: Susanne Ulrich
Position: Senior Manager Regulatory Affairs/

Site Operations Germany
Date of 0 (/// Hcyv; /(—75!43"
Approval: (WA
Date Issued: Y /l r‘f;{}_u‘r'; i 26—'11"' (:
PlaceIssued: 65205 Wiesbaden, Germany
Supersedes: 02-Jun -2014 = =
Effective (Date 1 - / Zﬂ/ S A
or Lot Nurnber): o L?‘//{J ; £ A

F i



] Abbott

Declaration of Conformity

Certificate Identification: DoC-6C33 All DELK

Legal Manufacturer’s Name: Abbott GmbH & Co. KG

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 .

6C33-22 48298 ARCHITECT Anti-HBgc IgM Reagent Kit Annex IT List A
{(4x100 Tests)

6C33.27 48208 ARCHITECT Anti-HBc lgM Reagent Kit Annex T List A
(1x100 Tests)

6C33-02 41981 ARCHITECT Anti-HBc IgM Calibrators Annex I List A |

6C33-11 41982 ARCHITECT Anti-HBc lgM Controls Aunnex IT List A

Authorized European N/A

Representative (name and address) )

Notified Body (name and address) | LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37
7ES. United Kingdom

Notified Body number ~ 0088

Approval Certificate No. 0088/0964174/00033

Storage site of techulcal Abbott GmbH & Co. KG, Max-Planck-Ring 2, 65205 Wieshaden,

documentation (name and address) | Germany, Department Regulatory Affairs

| Harmooized 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.

with ﬁ\nnex 1V of the IVD Directive and is issued under the sole

Luoue [
Signature: a2 ;f'- ol

This declaration is made in accorduang
responsibility of the manufacturer.

Signature: e I oignatures AlEAae L 5 bt
Full Name: Dr. Holger Kost Full Name: Susanne Ulrich
Position: Head of Quality i| Position: Senior Manager Regulatory
Affailrs
’ £ /I AL T 2 3
Date of Approval: = Date of Approval: L L / XJ_-J [/ <017
! f’ A 5
Date Issued: Jf-’rﬂ 3 ) farl =
L s
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 06-Nov-2015
Effective (Date or
Lot Number): 6C33-22 Lot 77176LI00

6C33-27 Lot# TT1F7LI00




(—) Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

DoC-6C33 All DELK

Abbott GmbH & Co. KG

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
GC33-22 48708 ARCHITECT Anti-HBe IgM Reagent Kit Annex 11 List A
(4x100 Tests)
6033-27 48798 ARCHITECT Anti-HBc IgM Reagent Kit Annes [T List A
{1x100 Tests)
| 6C33-02 41981 ARCHITECT Anti-HBe 1gM Calibrators Annex 11 List A
6C33-11 41982 ARCHITECT Anti-HBe 1gM Controls | Annex Il List A |

Authorized Eurup:un_- N/A
Reprosentative (name and addreass)

MNotilied Body (name and address)

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

D088

{I88/0964174/00033

Abbott GmbH & Co. KG, Max-Planck-Ring 2, 65205 Wieshaden,
Germany, Department Regulatory Affairs

Listed in the Technical Documentation

Motified Body number

Approval Certificate No.

Storage site of technical
documentation (name and address)
Harmonized Standards

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 93/79/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 of the member states.

This declaration is madé in accordunc 'ry‘lth Annex IV of ¢the IVD Directive and is issued undg¢r the sole

responsibility of the manufacturer. /|t /| ,|'F| 2
m
\ /Ijk.;lﬂ_f‘i{ s /,{!'-_,'- -
N ;

Signature; Signature:
Selleme: Dr. Holger Kost | SLLL Susanme Ulrich
Position: Head of Quality | Position: Senior Manager Regulatory
Affairs
# | _! .
Date of Approval: 72\.}/'{ ? _ O? = /Tt? Date of Approval: 4 I.-”f;.} f 201 = _

Date Issued:

A3 Z ,Z «42”;’%/

Place Issued: 65205 Wiesbaden, Germany
Supersedes: 06-Nov-2015

Effective (Date or

Lot Number): 6C33-22 Lot# 77176LI100

6C33-27 Lowt T7177L100




E Abbott

Declaration of Conformity

Certificate Identification: DOC-6C37-22/-27/-32i-37-All DLK
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers | GMDN Code | Names and De_s-icription of Devices Classification

and Size 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 ITList A
6C37-32 48366 ARCHITECT Anti-HCV Reageni Kit (4x500 Tests) | Annex LI List A
6C37-37 48366_ ARCHITECT Anti-HCV Reagent Kit (1)2500 Tests) | Anmex IT List A
6C37-01 41972 ARCHITECT Anti-HCV Calibrator Annex IT List A
6C37-10 41973 ARCHITECT Anti-HCV Conirols Anuex IT List A
Authorized Euvropean N/A == _

Representative (name and address)
Notified Body (name and address) | LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37
7ES, United Kingdom A

Notified Body number 0088

Approval Certificate No. 0088/0964174/00021

Storage site of technical Abbott GmbH & Co, KG, Max-Planck-Ring 2, 65205 Wissbaden,
documentation (name end address) | Germany, Depariment 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 s(ates.

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

2 ] Tio -
| i {f ﬂ-:l.-'!" ) i
Signature: l"’.\ fa-~2/ Signature: Mb'?ﬂ"i e LLE e,
I [
Full Name:  Dr. Christian Brimer Full Name: Susanne Ulrich
Position: Manager Quality Position: Senior Manager Regulatory Affairs/
Site Operations Germany
Date of \ I T« Date of r :
Approval: {:,)-1' / [{""b\'_?r,} ) Approval: C¥/ ﬂi-b-?ﬂ [ ot
.'“J Date Issued: O ) S Jf-ﬁ"f'f
Place Issued: 65205 Wiesbaden, Germaiy
Supersedes: 30-Jun-2014

-
e o4/ Muy/ 20S



aAhbott

Declaration of Conformity

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

DOC-1P65-SD DLK OEM

Abboun GmbH & Co. KG

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
1P65-35 61080 ARCHITECT Anti-CCP Reagent Kit Self-declared
(1x500 Tests) |
IP65-25 61080 ARCHITECT Anti-CCP Reagent Kit Sell-declared ]
| (1x100 Tests)
1P65-10 | 54899 ARCHITECT Anti-CCP Controls Self-declared
1P&5-01 54898 ARCHITECT Anti-CCP Calibrators Self-declared

Authorized European
Representative (name and address)

N/A

Starage of technical documentation
(name and address)

Axis-Shield Diagnostics Ltd, Luna Place, The Technology Park,

Dundee DD2 [ XA, Scotland

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 IIT of the IVD Directive and is issued undet the sole

responsibility of the manufactarer.

Signature:

fl - ,
f;’{hm?_\!

Signature:

P L arg iy lef

Christidn Briimer
Manager Quality

Full Name:
Position:

Q- Mo -

Date of Approvai:

Full Name:
Position:

Susanne Ulrich
/Senior Mapager Regulatory

Affairs, Site Operations,

Germany

,? l'-'ﬁf dl Date of Approval: '-'_a

§ ':r ..al.-

Date Issued:
Place Issued:
Supersedes:

Effective (Date ar
Lot Number):

6.

65205 Wiesbaden, Germany
17 Nov 2014



HAH:IOM

Certificate ldentification:
Lepal Manusfacturer's Name:
Legal Manufacturer’s Address:

Declaration of Conformity

ARCHITECT Solulions

Abbon Ireland Dingnostics Division

Finisklin Business Park

Sligo
frelund
List Numbers GMDN Code Names and Deseription of Dovices Classification
and Stze Code
of Devices
11.56-40 Not Available | ARCHITECT Probe Conditioning Salution Sell-declared
6C54-58 Not Avsilable | ARCHITECT Concentrated Wash Buffar Self-doclared
6C54-82 Not Available | ARCHITECT Concentrated Wash BufTer Self-declared
6C54-88 Not Available | ARCHITECT ARM Concentrated Wash Buffer Sell-declared
6C55-60 Not Available | ARCHITECT Trigger Solution Self-declared
60C55-82 Not Available | ARCHITECT Trigger Solution Sell-declared
6E23-65 Not Available | ARCHITECT Pre-Trigger Solution Seif-declared
6523-82 Not Available | ARCHITECT Pre-Trigger Solution ey
7D82-50 Not Available | ARCHITECT Multi-Assay Manual Diluent Setl-declared
Authorized European | N/A
Representative
{Name and Address)
Storage site of technleal | Aupott Ireland Diagnostics Division, Finisklin Business Park, Sligo, County Stigo, ircland.
documentation )
(Name and Address) | Department: Regulatory Affairs.

Harmonized Standards

Listed in the Technical Documentalion

We, the undersigned, hereby declare that the in vilro diagnostic medical devices described above anq bearing the E:E,
marking, conform with the ap‘plicajble provisions of the EC Directive 98/79/EC of the European Parliament and of the
Council of 27 Qctober 1998 on in Vitra Diagnostic Medical Devices as they are transposed into the laws of the member

states.

This declaration is made in acéordasce with Annex 1 of the 1VD Directive and is issued under the sole responsibilily of the

manufacturer.

Signature;

Fuli Name:;
Posilion:

Pate of Approval:

Date Issued:

Supersedes:

——- X
M*—g’- Signature: /.-/'f" b gl vt i'-"H;LA'fr o ol |

___Niall Plurkett_ Full Name: | orraine Whitney _
Quality Manager Position:  Senior Manager Regulatory Affairs

O H I b = Date of Approval: Ol Tt tbey 2etie

03 THL ]LI__ . Place issued: ___AIDD Sligo

. ‘ Effective (Date or .

__1shg2012, Lot Number): 03 Jwi. 1%

/{ -



Em:hou

Certifieate Identification:
Legal Manulacturer's Name:
Legal Manulacturer's Address:

Declaration of Conformity

ARCHITECT Solutions

Ahbot leeland [Yiagnosties Division

Finisklin Busingss Park

Slig

Iredand

List Numibers
and Stze Code

GMDN Code

Names and Description ¢f Devices

Classification

of Devices
11.56-40 Not Available | ARCHITECT Probe Conditioning Sofution Self-declared |
6C54-58 Nol Available | ARCHITECT Concentrated Wash Buffer Self-declared |
6C54-82 Not Available | ARCHITECT Concentrated Wash Buffer Sell-declared
6C54-88 Not Availeble | ARCHITECT ARM Concentrated Wash Buffer Sell-declared
6C55-60 Not Available | ARCHITECT Trigger Solution Seif-declared
6C55-82 Not Available | ARCHITECT Trigger Solution Sell-declared .
6123-65 Not Available | ARCHITECT Pre-Trigger Sulution Seil-declared
6E23-82 Not Available | ARCHITECT Pre-Trigger Solution Self-declared
7D82-50 Not Availeble | ARCHITECT Multi-Assay Manual Dijuent Self-declared

Authorized Eurupean
Represeniative
{Name and Address)

N/A

Storage site of teclinical
documentation
{Name and Adiress)

Abbott Ireland Diagnostics Division, Finisklin Business Park, §ligo, Counly Sligo, Ireland.

Depariment; Regulatory AfTairs.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby deetare that the in vitro diagnostic medical devices described above and bearing the CC
marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and of 1he

Council of 27 October 1998 ¢n in Vitro Diagnostic Medical Devices as they are transposed imo the laws of the member

states.

This declarntion is made in l;tnrdal:ﬂ.'ﬂ with Annex {1l of the 1VD Directive and is issued under the sole responsibility of the

C_ 2

" I

___Ninl! Munket|_
Quality Manager|

manufacturer,
Signature:
Fuli Name:
Position:

Bate of Approval:
Date Issued:

Supersedes:

Signature: A{g v Ade A e
‘ =

Full Name: ___Loraine Whitney

Position:  Senior Mansger Regulatory Altairs

O H Il bk Date of Approval: G by 2ot
= O? ..:S"_A‘L— ‘[‘1' Place Issued: B AIDD Sligo
] Effectlve (Date or
_15lwm2082 Lot Number): 03 Ju. 1%




a Abbott

Declaration of Conformity

Cenrtificate Identification: AROH Sys Acc LC RIS W3
Legal Manufacturer’s Namé: _Abbatt Laboratores - -
Legal Manufacturer's Address: Ciiagmostics Division

Abbony Pack. 1L 60004 LiSA

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

of Devices | =
4D18-03 NA | ARCHITECT Septum Self-dectared
4D19-01 NA | ARCHITECT Replacement Caps Self-diclared |
7C14-01 NA | ARCHITECT Sample Cups Self-dectared |
715-02 NA PARCIIFTECT Reactiou Vessels Sel-declared
7C15-03 NA ARCUITECT Reaction Vessels Sell-dectured |
Avthorieed Europenn Abbait GinbH & Co KRG

Representative (name and address) | Max-Planck-Fmg 2
65205 Widshiden, Germany

Storage site of technigal Abbott Laboratories
documentation {name and gddress) Diagnostics Division

Abbost Park. 1L 60004 UISA
Harmonkzed Standards Listed lo the Teohnicdl Documeisnon

We. (he 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 Directiv

e 98/ 7WE(

of the Eurapean Parljament and of the Council of 27 October 1998 on In Vitro Diagnostic Medicil

Devices as they are transpased info the laws of the member states.
This declaration is made in mcecordance with Annex T1T of the IV} Directive inil is issued »

responsibitity of the meful B 1Y
& o Signature 'rr.'l’{{'.c Ve
Signature [ - /-.#‘ el Sl

; 1] Name: Deborg Kley
Full Name: _Lauren Sieher_ Full Na eboral Hinkley
iti L it Posilion Regulatony Affairs
Position: Produet Cuality Assurance Fgutatony
Director
Ml arner

Date of Approval

nder the sple

4 oy
gt W B
b

"31'-_L1'-" 5 Datc of Approval 5’/;2.?/}()/ L

; i Ty T e Place [ssued: Abbotut L.nburatqrigs
Date [ssaed: £ f"’ Sl Diagnastics Division
Ahbon Bark. IL bdod |54
Supersedes Jyne 13; 2013 Elfective (Dareor GG /0& 7 &t

Lot Number):




