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This is to certify that the Management Sysienr of:

Labcratories DIaEn*stFts Divlsicn
)S Abbott Park Road, Ai:bott Park, tL, 600S4, Qniied States

has been approved by LRQA to the following $tanflards:

Certificate of Apprlova

2018
Expiry dale: 12 October 1

C e{sificate jd e ntity n uiir 1 01 55326

lS0 13485:2016

Cliff Muckleroy - Area Operations Manager Americas

lssued by: Lloyd's Register Quality Assurarfrce, Inc.

and on behalf of: Lloyd's Register Quality AssUrance Limited

in association with the certificate schedule bdaring tlre same
locations applicable to this approval are listed.

CIriginal approvdlls;:

ISO 13485 - 7 December 2017

This certificate is valid

Current issue date: 1p

number on Vyh ch the

il*sign, Manufacturd,

Approval number(s): ISO 1 3485 - OOr SbAO

The scope of this approval is applicablE to:
eloprnent, Nnstallation, Service and Support of !n Vftr*

Test Kits, Reagenis, Accessories ancl lnstrfrmdnf.t
Diag nostir:; Procj ucts

including Uoyd's Regisl€r Quatjty A$surance Limllsd (LROA), and Lhef respeclive omccF, 4riloyecC or agents a'c individuallV ind iollFil'/elv rF.e.ind
shall not b damaga or 6xDense @used by felaonce on

iar6F and su
tmei no rest
LloYd's R€gi
uraice, Inc.,urarl

7ES, United Kingdm

bility and shall not b damaga or 6xDense @used by felionce on lhefnlonnalibn or rdyice ir lh,s rlnrl:,nen! or hawrnpva. Frc,"dcd
entity for lh6 provisi d In lhal case any r€sponsibility tr liatility is €xflus,ve{y i,n lhe loms .nd cDndillohs sel oli in lhal .ronudc!
0 Enclave Fa*way, , United Stat€s ld and on behalf of: Uoyd s Redist€r Ou4lity Assuran@ Limilod, 1 i nilty Pa*, Brdenhrll La^



100 Abbott Park Road, Abbott Park, lL, 60064,
'tJrrited States

Oversighi
the Abbott

ISO 13485:2016

Distribution of In Vitrto Diagnostic Products
including Test Kits, fleagents, Acr;essories and
lnstruments.

Certificate Schedule
Certificate identitv number: 10155326

Activities

Ccnlvay Park 675 Norlth Field Drive, Lake Forest,
it 60045 [Jnjted StatQs

K Complex - Distributipn Center
Route 41 & Martin Lutl]er King Drive, North Chicago,
It". 60064, United Statgs

ISO 13485:2016

Design, Manufactur$, DBvelopment, lnstallation,
Service and Suppo( of In Vitro Diagnostic
Products including lest Kits, Reagents,
Accessories and Insltrunlrents.

ISO 13485:20'16

of the ou{lity ement Systenr f
Diagn vision Sites

| !:ed's F2(rslcr LlDyd 3 flegrsto, ,sEUnrus tro rorponslUility rnd shall nol Ue liable to rny person for any loss, danrage or sxpBns€ caused by reliance on I

n, lr(tntrls era, I'rlivLlrrlly a,vr r.l a.li/rrV ',ilp.r'rl 'r
on b. advlco jn lhis documenl or howsoero. Drovidcd u
on lhi lFms Fnd.o6dili^ns s.l nUl in rhnl..rrr..l

'tS Un,iEil Inrudu|
O!nlitl ssur.ncnl in,lrcd l tdnilyPa.k 8i.k.fh,ll ta.e



't0B,Abboti Park lQ.oad. Abbatt Park. lL, 50064 unit*{i $taies

has been approved by LRQA to following standards:

ISO 9001:20

Cliff Mucklerov - Area ions Manaqer Americas

lssued by: Lloyd's Register Quality Assurange, Inc.

for and on behalf of: Lloyd's Regi$ter Quality Assulance Limited

This certificate is valid onlv in association with the
locations applicable to this approval are ted.

C'rrrent issue datr:: 13 October 2018
Hxpiry date: '12 October 2O21
Ceilificate identi*y numLrer: 1 01 55324

Approval number(s): ISO 900'1 - 0015681

The scope of this approval is applicable to:
Design, Manufacture, ilevelopment, lnstallation, Service and Support of [n Vitra *iagnostrc Producl:l iricludi:rr-;

Test Kits, Reagenls, Accessories and lnstrunrehts

LlDyd s Register Group Llmiled, iLs afliliales and subsldiaries, includjng Lloyd's Reglstef Oualilv AssuEnce Llmlled (LROA), and th€k 16specti!€ oftcsrc, agenls aiD individuallyand collRclively rsro(.d

Lloyd s
Register

Certificate of

This is to certify that the Man System of:

Abbott Laboratoriss D* rr*sti#s tiv*si*r:

Crlginal appruvali
ISO 9001 * 3 Dec nber 2017

rl wh ch thee numberr ng tne samschedu e b

7FS. Un:led Kingdm

?



Lloyd s
Register

Certificate identity nu

Location

100 Abbott Park Road, Abbott Park, lL, 60064,
United States

Certificate chedu
10155324

Conway Park, 675 North Field Drive, Lake
60045, United States

Ac ties

Acce

Forest,lL, ISO

the

K Complex - Distribution Genter tso
Route 41 & Martin Luther King Drive, North Chicago, Distri
lL, 60064, United States

Lloyd's RegiEt€r Group Ljmll€d, lts affilialss and 6ub6ldlad6s. Including Lloyd'6 R€glsts Ouality As6uEnce LlmlLed (LROA), ahd th€lr r€spsctlve ofilcsrs, sl
'LloydsRegistei Lloyd'sRegistorasumesnoresponsibililyandshallnolbeliableloanypeFontoranylos,danagetrexpgnse@usedbyrglianceonlhe
has slgnod a confact wilh the relsvant Uoyd's Regl8161enilty [d lhe provl6lon o[ lN6 Infomallon or advlcB and ln lhat case any r€Eponslblllly d llaltllty ls Ex
lssued by: Lloyd\ Rsgisler Ouality Assu6nce, lnc.. 1330 Enclave Poilway, Suil€ 200. Houslon. Toxas 77077, Unilod Stat* fq and on behall of: Lloyd's Rgt
7ES, United lcngdm

qr agontE are lndtuldually and colleclivoly rcreiled
advice in lhis document or how$sver Drovided,
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1:2015
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bott Diagnostic$ Division Sites.
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EC Gertificate
EC Design.Examination Certifi cate
Directive 98/79/EC on In Vitro Diagnostic
(ListA)
No, W 001922 0017 Rev, 00

Manufacturer: Abbott lrelan Diagnostics
Finisklin Business
Sligo
IREI.AND

Screening test

Deviceg (IVDD), Annex tV (4)

pivision

Hepatitis B m4rker

REF N"

6C36-22
6C36-27
6C36-32
6C3&29
6C36-34
6C36-35
6C3641
6C36*42
6C36-43
6C36-44
3M61-01
3M61{2
6C36-1 0

Product:

Model(s):

Parameters:

ARCHITECT

Product Name

713155489-2_07

2019-03-30
2022-03-31

ARCHITECT HBsAg
ARCHITECT HBsAs
ARCHITECT HBsAg
ARCHITECT HBsAo
ARCHITECT HBsAi

Kit
Kit
Kit
Kit
Kit
Kit
Kit
Kit
Kit
Kit

ARCHITECT HBsAg
ARCHITECT HBsAg
ARCHITECT HBsAg

Product service GmbH decrares that a design examination has
evices in accordance with ,VDD Annex tV t,il. *," oiris; ;ith;

ents of this Directive. See also notes overlbaf- 
'

Report No,:

Valid from:
Valid untit:

2019-03-29

Stefan PreiB

Page 1 of 1

Tw SUD product service GmbH is Notified Bodywith identification no. blzs
Tuv sOD product seMce GmbH . certification Body. RidrerstraBe 6s. g0339 [hrn,.1., . Germany



Abbott lreldnd Diagnostics Division
Finisklin Business Park
Sligo IRELAND

Annex lV, section 4 of Council Directive 98/79lEC on In Mtro Diagnostic
Medical Devices

Device Description;

Chemiluminescent Microparticle lmmunoassays for th detection of Hepatitis B Surfafe Antlgen on the Abbott

EC Design + Examination Certificate

ARCHITECT analyser

Device Classificationsf
Annex ll Llst A

Model Type:
Please referto Attachment: 1

sign examination ha lowing the
legislation to which ex lV section 4 of
n In Vitro Diagnostic of the devlce(s) lir

conforms with the refevant provisions of Annex lV s s tfansposed into
national legislation. ilhis certificate is issued wlth Inational legislation. ilhis certificate is issued wlth I

File Number 418074
Certificate Number 471-783.OII

Initial lssue Date June 23, 2005

Authorised b

%
Notified Body paurDaysh

0843 ForandonS:ffi[$i,T,li3

IVDD A4 54 DE0GMFAo043l!sua:15.0 Wonersh House] The G
GuildfQrd, Sur



Abbott lreland Diagnostics Division
Finisklin Business Park
Sligo IREIAND

Attachment L of tr

The products detailed below are covered underthe scope ofthis certificate:

Mode/Type
ARCHITECT HBsAg Calibf ators 3M61-0r
ARCHITECT llBsAg Calibfators 3M61-02
ARCHITECT HBsAg Reagbnt Kit 6C3G22
ARCHITECr HBsAg Reag€nt Klt 5Ca6-27
ARCHITECI HBsAg Reagent Klt 5C35.29
ARCHITECT HBsAg Reagent Klt 5C36-32

ARCHITECr HBsAg Reagent Kit 5C35-34
ARCHITECr HBsAg ReagEnt Klt 5C3S35
ARCHITECT HBsAg Reagent Klt 5C35-41
ARCHITECI HgsAg Reagent Klt 5C36.42
ARCHITECT HBSAB Reagent Kit 6C3543
ARCHITECI HE5AB Reagent Kit 6C3644
ARCHITECT HBsAg Controls 6C35-10

File Number
Certificate Number

Initial lssue Date

classiflcation
Annex ll Llst 4
Annex ll llst 4
Annex ll List A

Annex ll ListA
Annex ll List A
Annex ll List A

Annex ll List A
Annex ll List A
Annex ll List A
Annex ll ListA
Annex ll Ust A
Annex ll List A
Annex ll Llst A

G/UMDN Code

11, 2018

7L,2078
Ma 2022

Notified Body

0843
IVDDM 54 DE

00-M&A0043 two: 15.0

A!8074
47t.L8L0LL
June 23, 2006

Authorised by

Paul Daysh
Certificatlon Manager

For and on Behalf of UL Intemational (UK) Ltd

Cycle Start Date

Effective Date

Expiry Date

UL International (UK) |

The Guildway, Old Portsmouth

Check Certificate
Status:

Wonersh e gq[vYUqtr vrq rvr tailtv
Surrey, GU3 1LR, United



Abbott

Declaration of
Certilicate Identifi cation ;

Lega I Manufacturerts Name:
Legal Manufacturer,s Address:

DoC-6C36-AIDD Sligo

Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, Iroland

List Numbers
and Size Code

of Devices

GMDN Code I mames and Description of Devices
I
I

Classificatio

6C36-22 48321 ARCHITECT HBsAg Reagent Kit Annex II List
6C36-27 48321 ARCHITECT HBsAg Reagent Kit Annex [I List
6C36-29 4832r ARCHITECT HBsAg Reagent Kit Annex II List
6C36-32 48321 ARCHITECT HBsAg Reagent Kit Annex II List
OUJO-J4 48321 ARCHITECT HBsAg Reagent Kit Annex II List
6C36-3s 48321 ARCHITECT HBsAg Reagent Kit Annex [I List
3M61-01 4t999 ARCHITECT HBsAg Cali brators Annex II List
3M6r-02 41999 ARCHITECT HBsAg Cal i brarors Annex II List.,
6C36-1 0 42000 ARCHITECT HBsAg Conrrols Annex II List

Authorized European
Representative (name and address)

NiA

Notified Body (name and address) TUV SUD Product Service GmbH
RidlerstraBe 65
80339 Munich
Germany

UL International (UK) Ltd
Wonersh House,
The Guildway,
Old Portsmouth Road,
Guildford,
Surrey, GU3 lLR

.I'oqv numDer !123 (TUV SUD Product Service GmbH) & c84 (UL International (UK) Ltd)Approval Certifi cate No. vl0019220008 (Tuv sUD product servicf cnluffi
(uK) Ltd)

Storage site of technical
documentation (name and address)

Abbott Ireland Diagnostics Division, Finiskl
Sligo, Ireland.

Depaftment: Resu latorv Affair.s.

r Bqsiness Park, Sligo, County

Ilarmonized Standards Listed in the Technical Documentation



Abbot0

described above and beari
79/EC of the European
a[ Devices as they are

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

Signature; . ,,t*v /\tl'.*- Signature: F_S!
Full Name: Joe Munay Full Name: Lorraii
Position: Director Quality Assurance/Site

Quality Hiad Position: Senior Manager Regulatory Affairs

Date of Approval: ? < A*- i < Date of Approval: dq n4^-L &r: lg

Date Issued:

Place lssued: AIDD $ligo

Supersedes: 05ran20r7 
i:fi,lHo|.#.., M

. & 'J"-^*



EC Gertificate

E[F
l! Ql€snt $!(tlt$tritn aa,rd r:,

i\*!r,#slsile *er L.filef o3

ihsE
l!:i ;

$44r8ntted*krei 5
?tS"f;l$-:4,t5 1*.*?

EC Design-Examination Certifi cate
Directive 98119/EC on In Vitro Diagnostic Medical

Product:

Model(s):

Parameters:

Deylces (IVDD), Annex lV (4)
(ListA)
No, V7 001922 0017 Rev, 00

Manufacturer: Abbott lreland Diagnostics Division
Finisklin Business Park
Sligo
IREI.AND

Screening test for Hepatitis

ARGHITECT HBsAg

Product Name

ARCHITECT HBsAg Reagent Kit
ARCHITECT HBsAg Reagent Kit
ARCHITECT HBsAg Reagent Kit
ARCHITECT HBsAg Reagent Kit
ARCHITECT HBsAg Reagent Kit
ARCHITECT Hl3sAg Reagent Kit
ARCHITECT HBsAg Reagent Kit
ARCHITECT HBsAg Reagent Kit
ARCHITECT HBsAg Reagent Kit
ARCHITECT HBsAg Reagent Kit
ARCHITEGT HBsAg Calibrators
ARCHITECT HBsAg Calibrators
ARCHITECT HBsAg Conlrols

The Certification Body of TUV SUD Product Service GmbH declares
been carried out on the fespective devices in accordance with IVDD
devices conforms to the requirements of this Directive. See also

B marker

Report No.:

Valid from:
Valid untll:

71315989-2-07

2019-03-30
2022,03-31

Date, 2019-03-29

Stefan PreiB

Page 1 ot 1

TW SUD Product Service GmbH is Notified Body with identiflcation

I
I.

01P3

TUV SUD Product SeMoe GmbH . Certification Body " RidbrstraBe 65.

REF N"

6C36-22
6C36-27
6C36-32
6C36-29
6C36-34
6C36-35
6C36-41
6C3642
6C36-43
6C36-44
3M61-01
3M61-02
6C36-10



EC Design - Examination Certificate
Annex lV, section 4 of Gouncil Directlve 9SnSlEC on In Vitro Diagnostic
Medical Devices

Device Description;

Chemiluminescent Microparticle tmmunoassays for the detection of Hepatitis B SurfaFe Antigen on the Abbott
ARCHITECT analyser

Device Classlficatlonst
Annex Il Llst A

Model Type:
Please referto Attachment: 1

requirements of the national legislation to which the undersigned is subject transposing Annex lV section 4 of
Council Directive 98/79/EC on In Vitro Diagnostic Medical Devices. We certify that lhe design of the device(s)
conforms with the relevant provisions of Annex lV section 4 of the aforementigned directive as transposed into

Abbott lreland Diagnostics Division
Finisklin Business Park
Sligo IRELAND

File Number A18074

Certificate Number 47L.t8t0Ll
Initial lssue Date June 23, 2006

Cycle Start Date

Effective Date

Expiry Date

ll,2oL8
lL,20t8

31.,2022

Authorised

@cL
Paul Daysh

Certmcatlon Manager
For and on Behalf of UL Intemational (UK) Ltd

by

Check Certificate
Status:' ,

UL International (UK)
The Guildway, Old Portsmouth
'd, Surrey, GU3 1LR, United Kir

Notified Body

0843
IVDDA4 54 DE

oGtdB-A0043 lssua: 15.0 Wonersh



Abbott lreland Diagnostics Division
Finisklin Business Park
Sligo IREIAND

Attachment 1 of 1

The products detailed below are covered under the scope of this

Mode/Type
ARCHITECI HBsAg Calibrators 3M61{1
ARCHtTECt HBsAg Calibrators 3M51-02
ARCHITECI HBsAg Reagent Klt 5C3G,22

ARCHITECr HBsAg Reagent Kit 5C3F27
ARCHITECT HBsAg Reagent Ktt 5C36-29

ARCHITECI HBsAg Reagent Klt 6c35-32
ARCHITECI HBsAg Reagent Kit 5C35-34

ARCHITECr HBsAg Reagent Klt 5C3&35
ARCHITECI HBsAg Reagent Kit 5C35-41
ARCHITECT HSsAg Reagent Kit 6C35-42

ARCHITECr HBsAg Reagent Kit 6C3543
ARCHITEGr HBSAB Reagent Kit 6C3544
ARCHITECI HBsAg Controls 6C35-10

Cycle Start Date

Effective Date

Expiry Date

6/UMDN Code

11, 2018

tt,2ot8
3,L,2022

Check Certificate
Status:

UL International (UK)
Th( Guildway, Old Portsmouth R
'd, $urrey, GU3 1LR, United King

certificatp:

ctassilijation
Annex ll List A

Annex ll List A
Annex ll ust A
Annex ll List A

Annex ll List A

Annex ll List A
Annex li List A
Annex ll List A
Annex lf List A
Annex lf List A

Annex lf List A
Annex ll Lkt A
Annex lf l.ist A

File Number A78074

Certificate Number 47L.LBLOLL

Initial lssue Date June 23, 2006

Authorised

?}#
Paul Daysh

Certification Manager
For and on Behalf of UL Intemalional (UK) Ltd

by

Notified Body

0843
IVDDA454DE

0GM&A0043lss: 15.0 Wonersh
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Abbott GmbH & Go. KG
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY

71315U72-1.-01

201 9-03-30
2021-09-30

/

EC Gertificate
Full Quality Assurance System
Directive 98/79/EC on ln Vitro Diagnostic Medical Devices (IVDD), Anndx lV exctuding (4,
(List A and B and devices for self-testing)

No. Vl 0'10051 0103 Rev. 00

Manufacturer:

Product tegory(ies): Products for determinatibn of infection
markers

The Certificatipn Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer f as implemented a quality assurance system for design, nlanufacture pnd final
inspection of tf e respective devices / device families in accordance with IVOO Annex lV. This qualih
assulance syslem conforms to the requirements of this Directive and is qubject to periodical
suryeillance. For marketing of List A devices an additional Annex lV (4) certificate is mandatory. See
also notes overleaf.

Repod no.:

Valid from:
Valid until:

Date, 2019-03-29

Stefan PreiB

Page 1 of9
TUV SUD Product Service GmbH is Notified Body with identiftcation nb. OtZg

TUV SUD Product Service GmbH . Certiflcation Body . RidlerstraBe 65 . 8o3qg Mrinich . Germany
"!1F/t'
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EC Gertificate

No. V1 010051 0103

Model(s):

Facility(ies)r

Full Quality Assurance System
Directive 98f/9/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex lV excluding (4, 6)
(List A and B and devices for self-testing)

Rev.00

Products for the deterrtrination
of infection markers fotr HlV, Hepatitis B,
Hepatitis C, HTLV, rubglla, toxoplamosis

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

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

Annex ll List A Products

Product Name

PRISM HIV O Plus Assay Kit
PRISM HBsAg Assay Kit
PRISM HCV Assay Kit
PRrSM HTIV-|/HTLV-il Assay Kit
PRISM Positive Run Control Kit
PRISM Run Control Kit
PRISM HBcore Assay Kit
PRISM HBsAg Confirmatory Kit
PRISM HIV AglAb Combo Assay Kit
PRISM Run Control Kit
PRISM Positive Run Control Kit
ARCHITECT Anti-HCV Reagent Kit
ARCHITECT Anti-HCV Reagent Kit
ARCHITECT Anti-HCV Reagent Kit
ARCHITECT Anti-HCV Reagent Kir
ARCHITECT Anti-HCV Reagent Kit
ARCHITECT Anti-HCV Reagent Kit
ARCHITECT Anti-HCV Reagent Kit
ARCHITECT Anti-HCV Calibrator
ARCH ITECT Anti-HCV Ca librator
ARCH ITECT Anti-HCV Controls
ARCHITECT Anti-HCV Controls
ARCHITECT Anti-HBc lgM Reagent Kit

Page 2 of g

TUV SUD Product Service GmbH is Notified Body with identification nio. 0123

REF N'

tr D3 4-48

1447-48
6A52-48
qAs3-48

1E22-tt
5E22-1,0

1)477-48

qD16-48
vG46-48
zK24-70
2K24-11,

6p37-22
6C37-27
6G37-32
6C37-37

6C37-74
6C37-77
5C37-78
6C37-01_

6C37-09
5937-10
6q37-r9
6q33-20

TUV SUD Product Service GmbH . Certification Body . RidlershaBe 65 . so3+9 MrJnich ' Germany
?tv'n
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REF N'

6C33-25

6C33-22
q83-27
6C33-74
gc33-75

qc33-01

0c33-02
qc33-09

6C33-10
6C33-11
6C33-19

5C34-20
6C34-25
6C34-35

6934-74
6F,34-77

6p34-01.

5C34-09
6F34-10
6F34-19
6F,32-20

6832-2s
6Q32-27

01?s

Mu[ich . Germany

EC Certificate
Full Quality Assurance System
Directive gEnglEC on In Vitro Diagnostic Medical Devices (IVDD), Ann{x lV excluding (4, 6)
(List A and B and devices for self-testing)

No. Vl 010051 0103 Rev.00

Annex ll List A Products

Product Name

ARCHITECT Anti-HBc lgM Reagent Kit
ARCHITECT Anti-HBc lgM Reagent Kit
ARCHITECT Anti-HBc lgM Reagent Kit
ARCHITECTAnti-HBc lgM Reagent Kit
ARCHITECT Anti-HBc lgM Reagent Kit
ARCH ITECT Anti-HBc lgM Calibrators
ARCHITECT Anti-HBc tgM Calibrators
ARCH ITECT Anti-H Bc lgM Ca librators
ARCHITECT Anti-HBc lgM Controls
ARCHITECT Anti-HBc lgM Controls
ARCHITECT Anti-HBc lgM 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
ARCH ITECT Anti-HBe Calibrator
ARCH ITECT Anti-HBe Ca librator
ARCH ITECT Anti-HBe Controls
ARCHITECT Anti-HBe Controls
ARCHITECT HBeAg Reagent Kit
ARCHITECT HBeAg Reagent Kit
ARCHITECT HBeAg Reagent Kit

Page 3 of I
TUV SUD Product Service GmbH is Notified Body with identification

TUV SUD Product Service GmbH . Gertification Bodv . RidlerstraRe 65 .



Full Qualig Apsurance System
Directive 98n9lEC on In Vitro Diagnostic Medical Devices (IVDD), Anngx tV exctuding (4. 6)
(List A and B bnd devices for self-testing)

No. V1 010051 0103 Rev.00

Annex ll List A Products

Product Name

ARCHITECT HBeAg Reagent Kit
ARCHITECT HBeAg Reagent Kit
ARCHITECT HBeAg Reagent Kit
ARCH ITECT H BeAg Ca I ibrators
ARCH ITECT H BeAg Calibrators
ARCHITECT HBeAg Quantitative Calibrators
ARCHITECT HBeAg Quantitative Calibrators
ARCH|TECT HBeAg Controls
ARCH ITECT HBeAg Controls
ARCHITECT HBeAg Quantitative Controls
ARCHITECT HBeAg Quantitative Controls
ARCHITECT HIV AglAb Combo Reagent Kit
ARCHITECT HIV AglAb Combo Reagent Kit
ARCHITECT HIV AglAb Conrbo Reagent Kit
ARCHITECT HIV Ae/Ab Combo Reagent Kit
ARCHITECT HIV AelAb Combo Reagent Kit
ARCHITECT HIV AB/Ab Combo Reagent Kit
ARCHITECT HIV Ag/Ab Combo Reagent Kit
ARCHITECT HIV AelAb Combo Catibrator
ARCHITECT HIV AelAb Combo Catibrator
ARCHITECT HIV Ag/Ab Combo Controls
ARCHITECT HIV AglAb Combo Controls
ARCHITECT rHTLV l/ll Reagent Kit

BEF N"

6C32-37
qQ2-74
qG2-77
qc32-01
gc32-09

7P24-01
vP24-09
6C32-1"0

6,C32-19

7P24-LO

7P24-19

4127-22
4IZ7-27
4J27-32

4J27-37

4127-74

4127-77

4J27-78
4J27-03
4J27-09
4t,27-t2
4J27-1,9

6U61-25

Page 4 of 9
TUV SUD Produbt Service GmbH is Notified Body with identification no. 0123

T0V SUD Product Service GmbH . Certification Body . RidlerstraRe 65 . 80339 Muhich . Germany
Tttu'
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EC Gertificate
Full Quality Assurance System
Directive 98l79lEC on In Vitro Diagnostic Medical
(List A and B and devices for self-testing)

No. Vl 010051 0103 Rev.00

Annex ll List A Productg

Product Name

ARCHITECT rHTLV t/il Reagent Kit
ARCHITECT rHTLV l/ll Reagent Kit
ARCHITECT rHTLV l/ll Calibrator
ARCHITECT rHTLV t/ll Controls
ARCHITECT Anti-HBc ll Reagent Kit
ARCHITECT Anti-HBc ll Reagent Kit
ARCHITECT Anti-HBc ll Reagent Kit
ARCHITECTAnti-HBc ll Reagenr Kit
ARCHITECTAnti-HBc ll Reagent Kit
ARCHITECT Anti-HBc ll Reagent Kit
ARCHITEC-I Anti-HBc ll Calibrator
ARCHITECT Anti-HBc ll Calibrator
ARCHITECT Anti-HBc ll Controls
ARCHITECT Anti-HBc ll Controls
ARCHITECT HCV Ag Reagent Kit
ARCHITECT HCV Ag Reagent Kit
ARCHITECT HCV Ag Calibrators
ARCHITECT HCV Ag Controls
Alinity iAnti-HBe Reagent Kit
Alinity iAnti-HBe Reagent Kit
Alinity i Anti-HBe Calibrator
Alinity i Anti-HBe Calibrator
Alinity i Anti-HBe Controls

Page 5 of 9

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

TUV SUD Product Service GmbH . Certification Body . RidlerstraBe 65 . aoel9 MUnich . Germany

(IVDD), Annqx V excluding (4 6)

REF N'

6161-30
6161.-35

6161-01
616L-10

8144-2s
gL44-30

qL44-35

8L44-74
qL44-77

8,L44-78

8L44-0L
Bt44-09
8L44-IO
8144-19
6L47-27
6147-29
6L47-02
6L47-LL
ovP6322
o7P6374
07P6301

07P630e
07P63 10

"${ru'n'

ProducI Sicrvice
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EC Gertificate
Full Quality Alsurance System
Directive 9.8fi9lEC on In Viho Diagnostic Medical Devices (IVDD), Anndx lV excluding (4, 6)
(List A and B and devices for self-testing)

No. Vl 0{0051 0103 Rev.00

Annex ll List A Produclg

Product Name

Alinity i Anti-HBe Controls
Alinity i HIV AglAb Combo Reagent Kit
Alinity i HIV AglAb Combo Reagent Kit
Alinity i HIV Ag/Ab Combo Reagent Kit
Alinity i HIV AglAb Combo Reagent Kit
Alinity i HIV AglAb Combo Calibrator
Alinity i HtV AglAb Combo Calibrator
Alinity i HIV Ae,/Ab Combo Controls
Alinity i HIV AglAb Combo Controls
Alinity iAnti-|JCV Reagent Kit
Alinity i Anti-hlCV Reagent Kit
Alinity iAnti-litCV Reagent Kit
Alinity i Anti-HCV Reagent Kit
Alinity i Anti-HCV Calibrator
Alinity i Anti-HCV Calibrator
Alinity i Anti-HCV Controls
Alinity i Anti-HCV Controls
Alinity iAnti-FlBc lgM Reagent Kit
Alinity iAnti,Ff Bc tgM Reagent Kit
Alinity iAnti-HBc tgM Calibrators
Alinity iAnti-HBc lgM Calibrators
Alinity iAnti-HBc tgM Controls
Alinity iAnti-HBc lgM Controls

FEF N'

Q7P53 19

98P0722
Q8P0732
q8P0774

Q8PO777
q8P0701

q8P0709
q8P0710
q8P071_9

08P0622
0pP0532
o8P0674
oFP0677
0pP0601
0FP0609
0pP0510
0FP061s
oTP8622

o7P8674
07P8601
07P8609
07P8610
0zP861e

Page 6 of 9
Tuv sUD Product service GmbH is Notified Body with identification nd. ot?e

TUV SUD Product Service GmbH . Certiflcation Body. RidlerstraBe 65 ' 80339 trlurJictr ' Germany
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EC Gertificate
Full Quality Assurance System
Directive 9englE} on In Vitro Diagnostic Medical
(List A and B and devices for self-testing)

No. V1 010051 0103 Rev.00

Annex ll ListAProeluctg

Product Name

Alinity iAnti;HBc ll Reagent Kit
Alinity i Anti-HBc ll Reagent Kit
Alinity iAnti;HBc il Reagent Kit
Alinity iAnti-HBc ll Reagent Kit
Alinity iAnti-HBc ll Calibrator
Alinity iAnti-HBc ll Calibrator
Alinity iAnti-HBc ll Controls
Alinity i Anti.HBc ll Controls
Alinity i rHTLV-l/ll Reagent Kit
Alinity i rHTLV-l/ll Reagent Kit
Alinity i rHTLV-l/ll Ca librator
Alinity i rHTLV-l/ll Controls
Alinity i HBe{g Reagent Kit

Alinity i HBeAg Controls
Alinity i HBeAg Quantitative Calibrators
Alinity i HBeAg Quantitative Calibrators
Alinity i HBeAg Quantitative Controls
Alinity i HBeAg Quantitative Controls
Alinity s Anti-HBc Reagent Kit

(IVDD), Annbx lV excluding (4, 6)

07P8722
07P8732

Q7P8774
07P8777
07P870L

D7P8709

Q7P87t0

Q7P8719
q7P6122
q7P6t32

07P6101
qTP6tLO

Q7P6422

Q7P6474

Q7P64Ot
q7P6409

q7P641.0

q7P64L9
q9P10o1

09P1009
09P1010
09P10L9

05P06ss

EF N"

Page 7 ofg
TUV SUD Prodrlct Seryice GmbH is Notified Body with identification no, 0123

TUV SUD Product Service GmbH . Certification Body . RidlerstraBe 65 . 80339 Mr]rnich ' Germany



EC Certificate
Fult Quality Assurance System
Directive sSnglEc on In Viko Diagnostic Medicar Devices (rvDD), {nnex rV excrudrng (4, 6)(List,A and B and devices for sdC6siftj --'-'

No. V1 0100Si 0{03 Rev.00

Annex ll List A productg

Product Name

Alinity s Anti-HBc Calibrator Kit
Alinity s Anti-HBc Assay Control Kit
Alinity s Anti-HBc Release Control Kit
Alinity s HtV Ag/Ab Combo Reagent Kit
Alinity s HIV Ag/Ab Combo Calibrator Kit
Alinity s HIV Ag/Ab Combo Assay Control Kit
Alinity s HtV Ag/Ab Combo Release Control Kit
Alinity s Anti-HCV Reagent Kit
Alinity s Anti-HCV Reagent Kit
Alinity s Anti-HCV Calibrator Kit
Alinity s AntI-HCV Calibrator Kit
Alinity s Anti-HCV Assay Control Kit
Alinity s Anti-HCV Assay Control Kit
Alinity s Anti-HCV Release Control Kit
Alinity s Anti-HCV Release Control Kit
Alinity s HT|_V t/il Reagent Kit
Alinity s HTLV t/il Calibrator Kit
Alinity s HTLV tlil Assay Control Kit
Alinity s HTLV t/il Release Control Kit

Page 6 of9
TUV SUD Product seruice GmbH is Notified Body with identification no.

ruv suD Product service GmbH . certiflcation Body . RidrerstraRe 65 . go33g

BEF N"

05P0602
0pP05L0
06PO6L2

0FP01ss
0FP0102
06P0110
06P0112
0qP04ss
)qPo477
06P0402
06P0409
06P0410
05P0419
o6Po4L2
06P041_8

05P0755

06Po702
06R0710
o6RO7L2

. Germany
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EG Gertificate
Full Quality Assurance System
Directive ggr7,lEc onin Vitro Diagnostic MedicarDevices (rvDD)(List A and B and devices for setf_t?sirnsJ 

"

No. Vl 010051 01OA Rev.00

Annex ll Liqt B prqducts

Product Name

ARCHITECTToxo tgG Reagent Kit
ARCH|TECTToxo lgG Reagent Kit
ARCH TTECT Toxo tgG Calibrators
ARCHTTECT Toxo lgG Controls
ARCH|TECTToxo tgG Avidity Reagent Kit
ARCHITECT Toxo tgG Avidity Calibrator & Controls
ARCHITECTToxo tgM Reagent Kit
ARCHTTECT Toxo tgM Reagent Kit
ARCHTTECT Toxo tgM Calibrator
ARCHTTECT Toxo tgM Controls
ARCHTTECT Rubella tgG Reagent Kit
ARCHTTECT Rubella tgG Reagent Kit
ARCHTTECT Rubella tgG Calibrators
ARCHITECT Rubella tgG Controls
Alinity iToxo lgG Reagent Kit
Alinity iToxo lgG Reagent Kit
Alinity iToxo lgG Calibrators
Alinity iToxo lgG Controls
Alinity iToxo lgM Reagent Kit
Alinity iToxo tgM Reagent Kit
Alinity iToxo lgM Calibrator
Alinity iToxo tgM Controts
Alinity iToxo lgG Avidity Reagent Kit
Alinity iToxo lgG Avidity Controls

nngx lV excluding (4

REF N'

6C19-25

6p19-3s
6C19-01
6C19-10

6137-25
6tJ37-1.1

6C20-25

6C20-3s
6q20-01
6q20- 10

6C11-28
6C17-38
6Ct7-02
6C1.7-L2

07P4522

07F4532
0714s01,
0784s10
07c4722
07P4732
07Pt/;7Or

07Pt47rc
07P4622

Q7P+6to

o
a

Page 9 of g



Lloyd s Register
LRQA

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM

In accordance with the requirements of the In Vitr! Diagnostic Medical
Devices Directive 98179lEC and the Medical Devicfs Regulations 2002,

UK Statutory lnstrument 2OO2 No. 618

This is to certify that the Quality Management p5lstem of :

Abbott GmbH & Co. KG

Max-Planck-Ring 2
65205 Wiesbaden

Germany

LRQA Notified Body Number 0088

lssued by: Lloyd's Register Qu

1 Trinity Park, Bickenhill Lane, Birmingham B37 7E5, United

:ntr sre, individuilly ?nd (ollpflively releilec
ion or advice in this document or howtoev""r

lity Assurance Limited

on the termg and (ondilons ret out

Lloyd'5 Regitter Group Limited, its.ffiliates and 5ubsidia.ies, includinq Lloyd's Regkter Quality A$uran(e Limited (LRQA), and their respe(tive oflicets, emt
a5 'Lloyd! Regi5ter', Lloyd't Register assumes no responsibility and shall hot be liable to any person ior any loss, damage or erpense caused by reliance on
that pefion hassigned a contractwiththe relevant Lloyd't Regist€r entityforthe provision ofthis in{ormation oradvice and in that case any responsibility r



Lloyd s Register
LRQA

EC CERTTFTCATE - FULL QUAL|TY ASSUR4NCE SYSTEM
GERT|F|CATE LRQ 0964174 SCHEPULE

has been assessed against the requirements of AnheX lV of the In Vitro
Diagnostic Medical Devices Dir

Devices Regulations 2002 and con
products sh

Abbott GmbH & Co. KG

Max-Planck-Ring 2
65205 Wiesbaden

Germany

Annex ll 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-I/HTLV-Il Assay Kit (List number 6453-4s)
PRISM Positive Run Control Kit (List number SEZZ-I j\
PRISM Run Control Kit (List number 5E22-10)
PRISM HBcore Assay Kit (List number 1A7748)
PRISM HBsAg Confirmatory Kit (List number 6Dj6-48)
ARCHITECT Anti-HCV Reagent Kit (List numbers 6C37-22,6C37-21, 6C37-32, ACZT-ZI)
ARCHITECT Anti-HCV Calibrator (List number 6C37-01)
ARCHITECT Anti-HCV Controls (List number 6C37-j0)
ARCHITECT Anti-HBc lgM Reagent Kit (List numbers 6C33-20, 6C33-25, 6C33-22, aEn-D)
ARCHITECT Anti-HBc lgM Calibrators (List numbers 6C33-0'l , 6C33-02)
ARCHITECT Anti-HBc 19M Controls (List numbers 6C33-10, 6C33-1 1)

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, 6C32-31)
ARCHITECT HBeAg Calibrators (List number 6C32-01)
ARCHITECT HBeAg Quantitative Calibrators (List number 7p24-01)
ARCHITECT HBeAg Controls (List number 6C32-'l 0)
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)
ARCHITECT HIV AglAb Combo Reagent Kit (List numbers H27-22, 4J27-27, 4J2i-32
ARCHITECT HIV Ag/Ab Combo Calibrator (List number 4J27-03)
ARCHITECT HIV Aq/Ab Combo Controls (List number 4J27-12)
ARCHITECT rHTLV l/l Reagent Kit, (List numbers 6L61-25,6161-30, 6161-35)
ARCHITECT rHTLV l/il Calibrator (List number 6L6 j -01)
ARCHITECT rHTLV l/ll Controls (List number 6161-10)
ARCHITECT Anti-HBc ll Reagent Kit, (List numbers BL44-25,8L44-30,8144-35)
ARCHITECT Anti-HBc ll Calibrator (List number 8144-01)

Page 1 of 4
1 Trinity Park, Bicl<enhill Lane, Birmingham B37 7ES, United

4J27-31)

Lloyd s Regkter Group Limiled, itt alfiliates and subridiarieJ, in(ludinq Lloydt Regirter euality Arrurance Limited (LReA), and their
as 'tloyd s Register'. Lloyd's Register assumes no rerponribility and shill n6t be liible to anv derson for anv loss, damEqe or erDen!
lhat perlon has signed a (onlract wilh the relevant Lloyd's Register entity {or the provision 6i this information or advici and in ihar



Lloyd s Register
LRQA

EC CERTTFTCATE - FULL QUAL|TY ASSURANCE SYSTEM

cERTf FICATE LRQ 0964174 SCHEDULE

has been assessed against the requirements of AnneX lV of the ln Vitro
Diagnostic Medical Devices Directive 98l79lEC, and the Medical

Devices Regulations 2OO2 and conforms to the requirements for the
products shown below:

Abbott GmbH & Co. KG

Max-Planck-Ring 2
65205 Wiesbaden

Germany

Annex ll List A Products Continued
ARCHITECT Anti-HBc ll Controls (List number 8L44-10)
ARCHITECT HCV Ag Reagent Kit (List numbers 6L47-27, 6L47-29)
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 Combo Reagent Kit (List numbers 08PO722,08P0732)
Alinity i HIV AglAb 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 lgM Reagent Kit (List number 07P8622)
Alinity i Anti-HBc lgM Calibrators (List number 07P8601)
Alinity i Anti-HBc lgM Controls (List number 07P8610)
Alinity i Anti-HBc ll Reagent Kit (List numbers 07P8722,07P8732)
Alinity i Anti-HBc ll Calibrator (List number 07P8701)
Alinity i Anti-HBc ll Controls (List number 07P871 0)
Alinity i rHTLV-l/ll Reagent Kit (List numbers 07P6122,07P6132)
Alinity i rHTLV-l/l Calibrator (List number 07P61 01)
Alinity i rHTLV-l/ll Controls (List number 07P61 10)

Alinity i HBeAg Reagent Kit (List number 07P6422)
Alinity i HBeAg Calibrators (List number 07P6401)
Alinity i HBeAg Controls (List number O7P641O)

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 AgiAb Combo Reagent Kit (List number 06P0155)

Page 2 of 4
1 Trinity Park, Bickenhill Lane, Birmingham B37 7E5, United

or aqentr nr e, individually and colle(iively. referrec
inforrhatioh or advire in thi5 document or howroever

Lloyd's Regiiter Group l"iniled, ils affiliaier and subsidiaries, including Lloyd'5 Regirter Quality AJeurance Limited (LRQA), and their rerpective olfi(ers, empl
as 'Lloyd's negister', Lloydt Regirter assumes ho responsibility dhd ihall hot be liable to ahy per5oh {or ahy loss, damage or expense caused by felian(e on t
that person has signed a contrad with the relevant Lloyd's Register entity for the provision ofthis in{ormation or advice and in thai case any.espongibility ol y 

l5 exclugively on the termt and (c\ndiliort \pt oul



EC CERTTFTCATE - FULL QUA
CERTIFTCATE LRQ 0964

has been assessed against the requi
Vitro Diagnostic Medical Devices

Medical Devices Regulations 2002 and nforms to
for the products below:

Abbott GmbH &
Max-Planck-Ri
65205 Wiesba

KG

Germany

Annex ll List A Products Continued
Alinity s HIV AglAb Combo Calibrator Kit (List number 06P0102)
Alinity s HIV AglAb Assay Control Kit (List number 06P01 1 0)
Alinity s HIV Ag/Ab Release Control Kit (List number 06P01 12)

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 OGP0412)

Alinity s HTLV l/l Reagent Kit (List number 06P0755)
Alinity s HTLV l/ll Calibrator Kit (List number OGPO702)

Alinity s HTLV l/ll Assay Control Kit (List number 06P071 0)
Alinity s HTLV l/l Release Control Kit (List number 06P0712)

Annex ll List B Products
ARCHITECT Toxo lgG Reagent Kit (List numbers 6C19-25,6C19-35
ARCHITECT Toxo lgG Calibrators (List number 6C 1 9-01)
ARCHITECT Toxo lgG Cogrtrols (List number 6C 19-10)
ARCHITECTToxo lgG Avidity Reagent Kit (List number 6L3l-25)
ARCHITECT Toxo lgG Avidity Calibrator & Controls (List number 6L37-11)
ARCHITECT Toxo lgM Reagent Kit (List numbers 6C20-25,6C20-35)
ARCHITECT Toxo lgM Calibrator (5C20-01)
ARCHITECT Toxo l9M Controls (6C20-10)

ARCHITECT Rubella l9G Reagent Kit (List numbers 6C17-28,6C17-38)
ARCHITECT Rubella lgG Calibrators (List number 6C17-02)
ARCHITECT Rubella lgG Controls (List number 6C17-12)

Page 3 of 4
1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom,

Lloydt Register 6roup Limited, its a{filiates and
as'Lloyd'! Register'. Lloydt Reghter assumes no

g2

that pe60n has iigned a (ontrad withthe rel€vant

including Lloyd's Regitter Quality Assuran(e Limited (LRQA), and thek respe<tive olli(ero, employeer or hgent! are, individrally rnci <olle<tively. .efeirei I
y and shall not be liable to ahy per5oh lor any loss, damage or erpense caured by reliance on the ihforriration or ndvire in lhtr document or hnwlo--ver pr
gistetentityfortheprovisionofthisinformationoradviceandinthatcaseanyresponribilityorliabilitliSev(lusivelyorthat.rr!nnd(ondilro,,\\eritir.

ASSURANCE SYSTEM

74 SCHEDULE

ents of Annex lV of the In
98179/EC, and the

fhe requirernents



Abbott GmbH & Co. KG

Max-Planck-Ring 2
65205 Wiesbaden

Germany

Annex ll List B ProductS Continued
Alinity i Toxo lgG Reagent Kit (List numbers 07P4522,07P4532)
Alinity iToxo lgG Calibratord (List number 07P4501)
Alinity i Toxo lgG Controls (List number 07P4510)
Alinity i Toxo lgM Reagent Kit (List numbers 07P4722,07P4732)
Alinity i Toxo lgM Calibrator (List number 07P4701)
Alinity i Toxo lgM Controls (l-ist number O7P4710)
Alinity i Toxo lgG Avidity Reqgent Kit (List number 07P4622)
Alinity i Toxo lgG Avidity Coptrols (List number 07P4610)

Schedule lssue:

Date of Schedule lssue:

LRQA Notified Body Number 0088

01

1 October 2018

Page 4 of 4
1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom.

lssued by: Lloyd's Register Quality Assurance Limited

EC CERTTFTCATE - FULL QUALTTY ASSURANCE SY$TEM

$rnnFrcATE LRe 0964174 ScHEDULE

has been assesJed against the requ
Diagnostic Medical Devices Directi
Regulations 2002 and conforms t

shown below:
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We, the undersigned, hereby declare that the in vitro diagnostic medical devices described abovfl and bearing lhe CE marking,
conform with the applicable proilisions of the EC Directive 98/79lEC of the European Parliamedt and of the Council of 2'7 Oa

I998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the membed states.

This declaration is made in acc[rdance with Annex III of the IVD Directive and is issued uhder the sole responsibility
manufacturer.

Abboitt

Certilicate
Legal Manufacturerts

Legal Manufacturerts

Signature:

Full Name:

Declaration of Confbrmitv
02K47 LC
Abbott Laboratories

Diviliion
IL 60064 USA

Signaturei

Full Name; t\q

IRIS V2

Position; Regul4toryAffairs ManagerPosition:

Date of Approval:

Date Issued: l'z I t€ ) zo t.1

supersedes: , Zg {ulr" 4"9o b". **

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

bv

Names and Description of DevicesList Numbers
and Size Code

2K47-20

2K47-22

2K47-25

2K47-27

ARCHITECT Anti-TPO Reagent Kit

2K47-10 ARCHITECT Anti-TPO Controls

Abbotr GmbH & co. KG
Max-Planck-Ring-2

Fisher Diagnostics
a division of Fisher Scientific Company l,LC
a part of Therrno Fisher Scientific Inc.

vA 22645-1905 USA

Storage site of tech[ical

(Name and Addless)

Listed in the TechnicalHarmonized Standards

)Jy_



El ABnD?"r'

ffii"*( lf Conformity

lreland,
f, nd,Diafilostlcs Division

naNuck; Lonefdrd, Co, Longford

l,is{ Nunrbcrs
*nd Sizc Circle

of Dcrriccs

$MDNeodc N.trnes.*nd De$etiption of Dcvi, !3 Clnssilicn tlon

7K63-2t
7K6313?
7K6l-3 7

544t7 A.RCFIIfECI FresiTJ Reagenr Kit Self'declared

"tK63-02 38?61 lERCFilTEdi liree T3 iealibralors Sclf-rlcclared

7K63- | 2 5441$ ARCHI'IECT F'ree T3 Controls Sclf-decln red

Aulholiztrd Eurr
I(enresen tnl.ivc (

)eBn
amenml+d-dress)

N&{

Sto.ragc,of tqphnibiil do4u mantctiail
(lamcs.uS sdttrdss)

Abbo$ Ireland Diagnostics Division. [,is
Lqngford, lre-land.

rant uck, l-ongford. ()o.

Hnrmodlrod S{il da rds Litte-d in the T$chnioal Docunreutation

We, the unilersigledr.bercby decld'fqthatrrfie,in titro diagnostic.rnedical de

bdaringth wifh provisions of the EC
Bulo.p.ean olrnc r 1998 on In Vitrs D
as ilrgy.4r.g transppsed:into the lawn;'of the,lretilbgr slites;

Thic declqrationlis niade in iiccsrdanee:lyi3h'AnHGx IIt sf'thc IVD Dirr
tho 6olc *opp onslpility of thb : muuifriclu rer.

Signaturel Signatule:

Fuli Nams Full Namc;

Qqn!ity Martqge.r

al

u

Date oF
Applorrql:

Datc lssued:

W

res described at:ove ancl

reclivc 98/79lEC of thc
nostic Medical Devices

vo snd is is.sued under

a;

-.14! u:t a...!__ |,L4.i

l,orraine Wlritncy

Sonior Manuger Regu Intr

-lp--Lx'4"1J!r! 
4

Abbott lrelnncl Diagno.sti
l,isnanruck. [.ongford. C,

I reland

(t: 11n 2t,,_............jg--+L
,i

Aflair.s

Divisiorr,
,ongl'ord.Datc lssued

Supersecl es;



5l Abbott

C.Grtifichtb Io.srtf i fic{

Legal Mrnufacturcr's Nr

I,egnl Manrif*clurafisrA4d

tion:

lmer

rcs,5:

Dea-lafation of, ,CorfformitY

7K65;2A:2+/.ETl.2S1:921'i'14,.35;1,,39,7K65"02, -t0

AbbotJ, Irelandl Difgna.ttiss Dlvision

Lis;taft I uih l"qugford,

Co, Longford

lrclilnd

l,ist Nunrbc:r
nnd Sizc Cotic

of lJcvices

GI\TDN C lde hasRtbc **d Dcsoriptiori of Dovieso ClRssification

1K65'22
7ry.6s-24
7K65"27
7K6s-29
7K65-32
7K65=34

?K6s-3s

7K65-39

s44l 3 ARCFI ITHCX{' FrpG Til: Reag.e-nt K it Self-dcclarcd

7K6s-02 3 8:259 ARCF{ITBCT free T4 Calibrators Sdf-declartd

?K6i;- r0 38258 ARCFI ITEQT Srtse T4: Oontrols Sel[-declared

Aulh orizod Durope*E f{epn

(N*rm-e *n-

se ntative

Address)

N/A

Storsgq ofril
docunrent*iion {N&me rn

tcch n icnl
Address)

Abboit lrqlai:d Diagpostics,'Division, Lisnanruck, Lengford, Co. Longford, lrel rd

llarntoniz.ed ifa'rfd*r,rls Li3ted' inth6iToohriioal Doeumer:tation

the menber starcs;

Tlris decfaratlonjis trifl de ln :Sceo'idnhdii
t[e rn*nufactur'qn

Signgtlrer

FultNantl Kevin Callaglan r

Ppg-itio*; QualitYManaggt

D.ate of
Apprcval:

. 26: A^L;!'4t+
Dnle-lssued:

Srrpersedasr *rey&e_el

Bt tirein vi,-tdo diq grrostip, nredical devi ces

ble'provisio4s of the EC Directive 98,l79ll
n Vitro Diagnostie Medical Devices as th

nith Anurtx lil-of the IVD Ditectivo and is i

Signature:

Full Nanror

Position:

Datenf Apprcval:

Place ISsried:

Effective (Date or

]L
ey

enl

re

bed above and bearing thr

the European Parliatnent i

lransposed into the larvs,

runder the sole responsibili

/tt
X lLi r{ L ,/L(t+-t4

e whinrey J

Manager Rcgulatory A ffairs

, rl')ctL6 | 4

lreland Diagnostics Divisior
uok, Longford, Co. Longlor

rl'

), of

Lot NumuerJr



Declaratiou of Conformifv
7K6:

Abbott lrsl*nd Oiagnosrics Division

l,cgrl Ma nufacturctr's Add ycss: l.,isnanruck, l.ongfurd

Co. Longfbrd

lreIand

ilxt,x--tlil:ll";;:"t^o- 
in accorrlnnce with Annex III of rhe tvD Dircfiive nnd is issue! undcr rhe sotc r.csponsibiti[,,,fif

/
/!t,r;.t (,'1.,,t..

-t
ll,orraf ne \Vhitncy

$enioi Managcr Regularory A llhirs

' lr l* 'r , .?.: -i

Certilirate Iden ti licatism :

l,egrl Manufae turer's Nalucl

K^evin Callaghan

Quality Il'lanager

',x:-'
--*ja-*

Si gnnture;

Irull Nante:

Position:

Dflte of
Approval:

Date lssued:

Supcrscdes:

Signaturel

Full Nanre:

Positiont

Date of Approval:

PInce lssued:

Efl'ective (Date or
Lal Nurnber):

l,ist Nunrbers
aftri Sizc Corle

of $cvir'cs

Nsmes and Dcscrlptio* of Deviccs

7K62-20

7K67-25

1K62.-30

7K6;r-"r 5

ARCII-I ITHCT'l SH lteagenr K i r

AttCl.l ll-Ec't"i'SH Cal ihrators

ARCHI 1"f:C1' T'Sl-t Controts

A uthoriz-cd En xrpe*n Rept'rser*tn ti ve
(h'amc arrd Address)

Storage of siic technica!
docurncntation (Nnnre aqd Address)

Atrbott lrcland Diagnostics Division" l,isnanruckl Longlbrcl. Co. t,ongforcl,
Deparlmant: Rcgclatory Affairs

l"la rlnonized $ta ndards

Abbott lrcllnd [)iagnostics l)ivision.

i[];lf "*' 
r''ngford' o'' l'ongrbrd'



Abbott

Certifi cate Identification :
Legal Manufacturer's Name:

Legal Manufa cturerts Address :

D eclaration of Conformifv
DoC.6C36-4 1 I 42/ 43 I 44-AIDD Sligo

Abbott Ireland Diagnostics Division

Finisklin Business Park, Sligo, Ireland

List Numbers
and Size Code

of Devices

Names and Dcscription of Dcvices Classification

ARCHITECT HBsAg Reagent Kit Annex Il List
6C36-42 ARCHITECT HBsAg Reagent Kit

ARCHITECT HBsAg Reagent Kit Annex II List

ARCHITECT HBsAg Reagent Kit Annex II List

Authorized European
Representative (name and address
Notified Body (name and address) V SUD Prodirct Service GmbH

RidlerstraBe 65
80339 Munich
Germany

UL International (UK) Ltd
Wonersh House,
The Guildway,
Old Portsmouth Road,
Guildford,

V SUD Product Service GmbH) & 084
Approval Certilicate No, v1 0019220008 & 361 (UL International

Storage site of teehnical
documentation (name and address)

Abbott Ireland Diagnostics Division, Finisklin Bqsiness Park, Sligo, County
Sligo, Ireland,

We,^the undersigned, hereby declate that the in vitro diagnostic medical devices described above and bearing the CE rnarking.

991form with the applicable provisions of the EC Directive 98/79lEC of the European Parliament arfi of the-Coun cil o( 27 October
1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the memoer srales,
This declaration is made in accordance with Annex IV of the IVD Directive and is issued undcf the sole responsibility 0f the
manufactu rer.

Signature;

Full Name:

Position:

Date of Approval:

Date Issued:

Supersedes:

Signature: t
Full Name;

Position:

Date of Approval;

Joe Murray

Director Quality Assurance/Site

Quality Head

2P, A'^- tq

Lor4aine Whitney

Senior Mhnager Regulatory Affairs

Place Issued:

Effective (Date or
LotNumber):

Sligo
05 Jan2017



-EI Abbott

Ileclaration of Conformify
Certifi cate Identifi cationr

Legal Manufacturer's Namer

Legal Man ufacturer's Addressl

DoC 8L44 An DELK

Abbott GmhH & co. KG ;_-*__
Max-Planok-Rine ?. 65205 Wiesbaden, Germapv

List Numbers
and Slze Codo

of DeViccs

GMDN Code Names and Desctiption of Devices Classification

$lir'.4-25 48304 ARCHITECT Anti-HBc II Reagent Kit (lxl00 Tegts) Annex II List A

8L44-30 48304 ARCHITECTAnti-FIBc II Reagent Kit (4x500 Tebts) Annex II List A

8L44.35 48304 ARCHITECT y'inti-HBc II Reagent Kit (1x500 TeFts) Annex ll [,ist A

8L44-01 41 983 ARCHITECT Anti-llBo II Calibrator Annex lI List A

8L44-10 4t984 ARCHITECT Anti-HBc II Controls Annex II List A

Authorized European
Representativc (name and address)

N/A

Notifietl Body (name *nd address) LRQA Limited, I Ttinity Park, Bickenhill Lane, Bflrmingham ts37 7ES, United

Kingdom
TUV SUD Produot Servioe GmbH, Ridlerstra$e 65, 80339 Munich, Germany

Notified Body uumber LRQA:0088
TUv sUD: olz3

Approval Certifrcato No. LRQAr 00881096417 4/00t | 7
ruv sup: v7 010051 0130

Storage site of technicsl
documentation {name and addressl

Abbott GmbH & Co. KG, Max-Planck-Ring 2, 65J05 Wiesbaden, Germany

lltrmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the io vitro diagnostio medical devices described qbove and bearing the CE
marking, conform with the applicable provisions of the EC Directive 98/79tEC of the European Parlianent and of the
Council of 27 October 1998 on In Vitro Diagrostio Medical Devices as tJrey are transposed into iho laws of the mentber
states.

This declaration is made in accordance with Annex fV of the IVD Directive and is issded under thc sole
responsibility

Signature: Sigrrature

Full Narne: Dr. Herbert Hartmann Full Nam

Position: Manager euality Systems Position:

Date of Date of
Approval: Approval:

Senior Manager R{gulatory Affairs

I4 I - l,'(1:l-7*
6$205 Wiesbaden, Qermany

Date lssued:

Place Issued:

Supersr:des:

Effective (Date or
Lot Number)r

04-May-2015

' ':' r" t'
,! ,l ,gof , /' .t( r/ g



Fletmw

Declaration of Conformity
Cel.tifi cste ldentifi cstion:

Legrl Manufuctrterts Name:

Legal M anu facfurc+rt$ Add ress:

DQC-6C3 7 -22 | -27 /.32 I -37 - Al I DL K

Abbott Gmbl"l & Co, KG

Max-Pf anck-Rine 2, 65205 Wiesbadcn. Gerrnany

List Numbers
nnd Sizc Code

of Devices

pMDN Code Names and Description of Doviccs
-- 

C,**""*,""-

6C37-22 48366 ARCHITECT Anti-HCV Reagent Kit (4x 1O0'[ests) Annex ll List A

6C37-27 48356 ARCHITECT Anti-HCV Reagent Kit (1xl001lests) Annex ll l.,ist A

6C37-32 48366 ARCHITECT Anti-HCV Reagent Kit (4x500 fests) Anncx ll Lisl A

6C37-37 d8366 ARCHITECT Anti-HCV Reagent Kit (1x500 "fests) Annex lI List A

6C37-0 | +t972 ARCHITECT Anti-l{CV Cal i brator' Anncx ll l,ist A

6C37- | 0 7t973 ARCHITECT Anti-HCV Controls Annex ll List r\

Authorizcd European
Renrcscntative (natrc and nddress)

NiA

Notified Body (nan ie and nddress) LRQA Limited, l Trinity
7ES, United Kingdorn
TUV SUD Product Service Cmbl-I.
Germanv

Park, Bickenhill [,ane, Birrninghaur 837

Ridlelstrafje 65, 80339 Munich,

Notilied Body numpor LRQA:0088
'fUV SUD: 0123

Approval Celtificate No. LRQA:0088/09641 7 4 / 00QZ I

rUVSUOrV70l005l 0132
Storage site of technical
documentafion (name and addre*s)

Abbott GmbH & Co. KG, Max-Planck'Ring 2. 65205 Wiest.raden

Harmonizcd Strndards Listed in the Technical Docurnenlation



ffil n*otr

List Nurnbers
nnd Size Code

of Devices

GMDN Code Names and Des ption of Devices Classifica tion

tr\,J t -tL 48366 ARCHITECT Anti-HCV Reagent Kit (4x 100'l'csrs) Annex ll List

6C37-27 48366 ARCFIITECT Anti-HCV Reagent Kit (l x I 00Tests) Annex ll l,ist rd

6C37,32 48366 ARCI"IlTECT Anti-HCV leagent Kit (4x500 Teds) Anncx ll l,ist A

6C37-37 48366 ARCHITECT Anti-HCV {eagent Kit ( 1x500'l'ests) Annex ll Lisr A

6C37-0r 4197? ARCHITFCT Anti-t{CV lali brator Anncr ll l,ist A

6C37- r 0 41973 ARCHI:I.ECT Anti-HCV trols Anncx ll l,isl A

We, the undersigned, hereby declare that the in vitro dia
and bearing tlre CE marking, conform rvith the applicab
of tlre European Parliamentand of the Council of 27 Oc
Devices as they are transposecl into the laws of the mem
'Ihis declaration is made in accordance rvith Annox IV of t
responsi!ility of the manufacturer.

Signaturel *'Utt,l sig'atur.e:

Full Narne: Dr. Ilerbert llartmann Full Nanre;

Position:

Date of
Approval:

Date lssued

Place lssuer

SLrpersedes:

Effective ([
or Lot
Nunrbcr):

Position: Manager Qunlity Systems

ffi.Jir, J- ",rs 
.{,i-;.g

rostic rnedical deVices desclibed above
provisicrns of lhe EC Directivc 9\l79llt(:
ber 1998 on ln Vitro Diagnostic Medical

states,

c IVD Dircctive and is issrred rrnder the sol

Susnnnc Ulri{h
Senior Mana$er
Regulatory Affnirs

:

l: 6-520,5 Wiesbaflcn, Cernrany

04-May-20 l-5

.1*ri ,t/10,
.{

n, 
lt 

,=,'',,/_:'



Abbott,

Clcrtifics te' k]eritificetlon:
l.,eg*l Ma:nrrlactuicins Nanrc:

l,rgn I l\{ao u fncl $ l'+r'$ A<ldrc,ssl

Decla on of onformity

Finisklirt

Counciiof 2? C)clobcr 1998 tlrr ln Vitro Diagnoqtic Mcdical l)c

silalcs.
'l'his dcclarafiolt
mrrnu lrtctttrct'.

lrelhnrl

is mtde In tcctrrtlfltrcslrilth Allncx Ilt of the IYD

-___\iall 
l)lunkett

Quntit)' Mnntget'

O? S"-tt-
*i& 

-lrL.*€- 

3.d4,

13 Jnn 30ll"i

('lir.ssifi

Solf"d ecln I'cd

Sclf-det lrt retl

St l f-tletl nrtd

nerlisal clcvic*s cle{crjbcd abovc and bcot'itrg tllc Cl:

tivc 98/79/l'iC of thc l':trtopcntt [)arlitrrttcrtt :tttil trl-tltt

iees as tltey arc traitsposed irrto tlre larvs of thc tttetnbct'

lircctivc anrl i.q issu{d under lhe sole rcspon'sihilitl of tltc

SiP,ttatttre;

Irull Nitttrc:

Position:

[]*te of APpror",rl;

Plar:c Issrtctl:

(iffcqtivc ([)atc or
["ot Nun]bcf):

i\lDD Sliso -

P-\ ."f \'J \\

Wc, thc ttndersignscl, ltcrcby cteclare thst ths ilr vitro dtagnostic

,l-,n,:king confori:r with the appticablc provisiolls of ths EC Dlrr

Signa{ure:

["'ullNnnrt-':

Positiorri

[)lte ol'Approvtl:

D*tc lssucd:

Supcrscdcsl

Itt

ion of l)cvicesGMDN Codcl,isl Nurrhcrs
*rnd Sf,* Codc

AI{CHl'ftrCfl' AFP Reaget3 P36.20

3 P36-?5

I t'16-30

3 P36-15

ARCHffRCTAFP Cal
3 Pl6-01

ARCFiffHC"l" AFP Cort3Pl6-10

Authoriaecl EuroPe*n
R*pr:rst*trrtho

ision, l;inisklin tlrtsihcss P*rk. Slig.o' Cottnty Sligto' lrtrlrrtd
Abbott lrclan|l Oiagnostics D'i

Departrncttt: R+gulttorl' n liki
N*rne tind Ad

l"i.s{ed in thc'il'echnical l)otr
I larnlonized Standrt'ds



Declaration of Conformitv
Certifi cate Identifi cation :

Legal Manufacturer's Name:

Legal Manufacturerts Address:

List Numbers
and Size Code

of Devices

GMDN Code Names and Description of DeviCes Classifi ca ti

ARCHITECT Free PSA Reagent Kit Annex Il

ARCHITECT Free PSA Reaeent Kit Annex Il Lis

7K7t-01 38r83

7K71-10 38182

Authorized European
Representative (name and address
Notified Body (name and address) V SUD Product Service GmbH

RidlerstraBe 65

80339 Munich
Germany

UL International (UK) Ltd
Wonersh House
The Guildway
Old Portsmouth Road,
Cuildford,
Surrey. GU3 lLR United Ki

Notified Body number V SUD Product Service GmbH) & UL International (UK) L
Approval Certifi cate No. Vl 0019220008 (TUV SUD Product Service QmbH) & 361 (UL Internation

Storage site of fechnical
documentation (name and address)

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

Harmonized Standards Listed in the Technical Documentation

Abbott

Signature:

Full Name:

Position:

Date of Approval:

Date Issued:

Supersedes:

DoC-7K71- AIDD Sligo

Abbott treland Diagnostics Division

Finisklin Business Park, Sligo, Ireland

ARCHITECT Free PSA Calibrators

ARCHITECT Free PSA Controls

r-1

Annex [I Lis

Annex ll l,is

DirectorQualityAssurance/Site Position:

Quality Head

Zq ,^4r"* q

Signature:

Full Name;

Date of Approval:

Place Issued:

Effective (Date or
Lot Number)t

r-\
ra ih, wh itn"f "i t i"l/\ f i c r'-

iorl N4anager Regulator,v A flails

g

ll lan20L7
k;*.')



Abbott

Certilicn te I dcntifi ca{ion I

Lognl l\lan u lnrtutcr's Neme;

Lcgal M a nufitctu rerrs Addrcss:

Declaration of Con

/t(/f,

Abliott Ireland Diagnostics lli

Lisnarnuck, Longford

Co. Longlorcl

lreland

We, the urrdersigned, hereby declarc that the in vitro diagnostic m

CE markirrg conlbnn rvith the appliceble provisiorrs of the EC Di
of the Couneil of 27 Oetober 1998 on ln Vitro Diagnostic Medi
the rnernber states.

Clnssific*t ion

Self-dccln rr.<!

Self"qlcclared

Signafure Lj 1." I .-,.,_J
ull Narne:

[,orraine Whitney

Seniof Manager Regulatory Affairs

Approval: _Ql _]_k!f 2,+tcp

Abboti lreland Diagnoslics Division.
lssued: l,isnanruck, l,orrgi..irct, Co. l.ongford.

ve (Date or

lreltnd

| 4tJ tr.sI t; rt.

'I'his declarafion is nade in nccord*nee n'ith Anncx lll of thc IVD
thc nrsnuf$cturer.

y'n rs' ,(r. ^,-stsnarurc: r,r Nr{^'l"..i h}/,,iyV" L-\l.5j-..-. -.. - -.,-..-
frull Nanre:

Position:

Date of
Approvol:

Siobhan Wright

Quality Manager

("t lLi { , tv
UrL s

Dale lssuedr

Supersedes: ___A":j_t+t !__k_913__

P

blffect

l,*sl Nunb*rs
rrnrl Size Code

of Devices

AIICI{ITHC'I' F'Sll tleagent Ki7K75-20

1K7 5-25

7K75-10

7K75-,15

ARCH ITECT FSH Cal ibralors Srlf.declared1K75-(r1

7K75- I 0 ARCHII'EC'J' ISH Controls

Althorizcd European Representntive

(Nsrne end Addrcss)

ivision. l,isnarluck, [.ongford. Oo. l.,ortglbrd. IrclaStorrge of sitc technical
docu nrentation (Nnmc a*d Addre.ss)

Abbott lrelarrd Diagnostics

Listed in the'lechnical

v &t"'* &^rr /,,*",6u" <)4 Jtru'l

Nunrbcr):



El ABBoTT

Deelaration of C

Cortificate Idcntifcation: 02P40

Lcgal Manufacturer's Name: 4bb91t IlelqtiLDi
Legal Mnnufaclurer's Addrcss; ..Lisnamuck, LgrU nd

List Numbers
anil Size (lode

oI Devices

GIIDN Codc Nsmes arrd I lscription of DevicQs Classifigrtion

2P40-25
2P40-35

54?.54 ARCHITECII LH R, rgent Kir !ielf-declared

2P40-01 3 8270 ARCHTI'ECI'LH C ibrators Self-dcclarcd

Authorized European
Reoresentatlve (u*me nntl address)

N/A

Stordge of technical docurncntatiou
(nanre ond address)

Abbott L'eland Diag
Lorrgford, Ireland.

ostics Division, Lis{amuok, I,ongli:rd, Co.

Ilarmonized Standards Listed in the'I"eclrrti, Doertrnentation

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

the CE marking, cont'orm witlt the applicable provisions of tl
Regulation S.I. No 304 of 2001 and tothe EC Directive 98/71

member states.
This dcclarstion is tnade in accordance with Annex III of
respon.sibilis of thc manufactu rer.

ic medicaI devices clbscribed above atrd lreat'irts

s EC Directive gB/1qiEC and trarrspnsed h'ish

/EC as it is transpospd into the lau's ofthe

fhc M Dircctive aind is issrrcd undcr the sole

I/ , / ,t
Signatule: __fu_o r__gr.,,-*- W\j*:X
ull Nane: 

Lo*'ainb whit.ey

Position: Sr Manirger RA Sitc Opcrations lr'el

Approval: - -- !.,P"" -*-(.7 LD^{j-

ition:

/tru{"ffi u$'" **
Siobhan Wrlght

Director Quality Assurauoe/Site Quality
Head

aJ- oLi-lt natscrof
ll:

Abbott freland Diagnostios Divi
Lisnanri:ck, Longlbrd, Co. Lonl
Ireland

{p- utr -r8

oo lssued:

e (Date or
Number):

Signaturel

Full Narne:

Position:

Date of
Approval:

l)ate ksued:

Supersedes:
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anlY
Cqrtificate ldentificn(ion:

Declaratior of C
7K76

rfornrity

rrvH.rr ryrilnu raotl|l'ers Ngmcl

l,egtl M nnu fncturcr's Add ressr

Abbott lreland Diagnostics lvlston

!::'":ll{E!!
slL*$:t
I rel and

Lisl Nunebeis
and Size Code

of Deviccs

GiltDN Codc Nrtrres snd Dcscr tiion of Devicec (llnssi flcnl ,l

7K'76-20

7t<.'76-25

7K ?6-30

7K 76-l 5

54335 ARCI-I l'lllc'l' Prolasrin Itear nl Kit Sclf-dle c{n rerJ

7K76-0 i 54337 A RCH l1'EC'f Prolactin Cal i [:r rtors Self-dccl:r rerl

I7K76-10 s4338 A RCI { l'f ECT Prolacri n Contr, s ,Salf*rlorl * rn,l

Autholieed f, ur,o;rern Represe*tntivc

{Nanrc a*d Address}
N/A

o.Or-age or Stre teCInicn!
dor'u men fnf ion {Na rnc a nd Addrcss}

Abbotf Ircland Diagnostics

L)epartnrent: Regulatory A f

)ivision, Lisnant uek

rirs
l,ongltrrd, C:n. f ,nuein"lJ.{

llaLlnonieed Stnndards Listed in lhe Technical Drc nrentation

rr'.' ^' ' r.sigrrecl, hereby rleclare that the iu vitrot.stgned, hereby declare that the iu vitro
confbrnr wfth tlre applicab]e provisions
I of 27 Ocrober t99g on lrr Vitro Diagri
tates.

'fhis rlcelsrrtjon is rrndo in accorda*ce with Annex lI{ of ththc mrrn u factur'cr.

olt
Signature: V'/-

--illsl'- -..::,..

Full Narne: Kev;n Cut

Position: Quality Managcr r)^citir.^. co-i^,]. rr^-_..--^.. n*u<rtriJ rYr'rrt,.gcr P0sition: Seniof l\4anager Regrrlatr:ry Aftairs
Date of

Approval: -d";-*Fh=*-ig*::- Datcof'Approvat: __?)i i!-tr.:,1 _Z+rl?_
J

Date rssued: 
-*?5::-+-.1-?Eri-? --* place rssucd: i:n||ffi1iXillil:?,,;:l];;'r;.iJ

llcland

supersedes: _s&rr!a ?"attt . Ttjlfrl?lifi: _ J:,.r,,rr/,_?.i,zi_.3. _
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Abbott

Ccrtificatc Identification:
Legal Manufacturer's Name:

Legal Manufacturer's Address:

Declaration of Co
04P56/04P58 LC
Abbott Laboratories
Diasnostics Division

formity
IRIS V27

Abbott rk. IL 60064 USA

List Numbers
and Size Code

of Devices

GMDN Code Names and DescriPt ln of f)evices Cllassi llca tiof

4P56-25 43472 ARCHITECT i System e-AssaY C

US)

)-ROM WW (exclur iug Sel f-decla red

4P58-24 43472 ARCHITECT tl000SR System e
(excluding US)

ssay CD-ROM WS Self-decla red

Authorized European
Representative

(Name and Address)

ABBOTT GmbH & Co, KG
Max-Planck-Ring 2

65205 Wiesbaden
Germanv

Storage site of technical
documentation

(Name and Address)

Abbott Laboratories
Diagnostics Division
Abbott Park. IL 60064. USA

Flarmonized Standards Listed in the Technical Documen rtion

We, the underslgned, hereby declare that the in vitro diagnostic medical r

confonn with the applicable provisions of theEC Directive 98l79lEC of 1

1998 on In Vitro Diagnostic Medical Devices as they are transposed into

This declaration is made in accordance with Annex III of the M Di
manutacturer.

Signature:ffi

Fult Name: f-o,*t..,-tco P. Sah k)cL?2

Position: Senior Quality Professional

Date of Approval: (-_ouc' .tl , Zo IG

Date Issued:

Dateof Apploval: :tJ+ !>a i{,

prace rssued: __+ _ Mthfri{_Pcr"&_.__"

Effecrive (Date or . _._.__".-fl__l! l_tc,t.f,
,l

Lot Number):
Supersedes:

November 16,2015

I the

('
'.tL;-i ,: ()



From:
Sent:
To:

Cc:

Subject:

Mary Carsn
Associate Director
Abbott Diagnostic Oivision
Regulatory Affairs

Abbott
1 00 Abbott Park Road
Dept. 93G / Bldg: APB
Abbott Park, lL 60064-61 97

Telephone: (224) 667.281 7

Fax: (2241 6674836
Moblle: (847) 393-5938

Murawski, Marycaren

Friday, January 22,2016 5:18 PM

Chen, Jean; Hart, Megan K; Lukowski, Lisa G; Prochniak, Margaret D; Sohn, Linda

Xavier, Regina

Raich, Teresa J; Hinkley, Deborah N; Sanborn, Susan J; Kwiecinski, Rebecca A; R

A
Caren Mulawski Signature Authority for January 25 thrlough February 4,2015

.lohn

Dear All,

I will be out of the office on business travell/25/!6 through 2/4/t6with limited access to email'

Regina Xavier and Lisa Lukowsktwill have my signature authority U25/tG through t/3I416 with the exception of

personnel matters.
Margaret Prochniak and Regina Xavier will have my signature authority z/tlL6 through ?/4/t6 with the exception

personnel matters.
Please contact Regina, Lisa or Margfor urgent RA issues requiring immediate attention,

Best Regards,

Abbott
Diagnpstics



GJ JtI!llo'l"I

Cerfi fi cate ldeutifieation :

Legal Mgnufacturcr's Natne:

I-egrl Mnnufartnrcr's Addressl

Declaration of

7K77
Abbott h.eland

Signatu

Full

Position;

Date of
Approva

Division

ption of Devides

cs Divisirrn, I Longlbrd. Co

al l)<lctrmetttation

diagrrostic tneclical dsr'iccs describccl :lbc'rrrc i

, prnvisiorrs ol-1he l:iC Directivc c)lt/7c)il:Cl ol-
We, the undersigned, hereby declare that the in vit
bealing the CE matking, cotlform with tJre applicab
European Parliament artd of tlte Council of 27 Octo

are tran$Dosed into the larvs of the nrember states'

This declnra(lon is rnndc irr nccordance witlt Anlrex I
responsibility of the nrnntfacturer,

1998 on ln Vitrp Diagnosticr Mcclical l)cv )S

of lhe IVD Directilye arrd is ir.sued tttndcr thc

(t! i':-::r---

l,orr:rinc Whifnel'
Senior i\{ n rpngtl llegtr Ia Io r.v". r\ ffir i rs

21.i. '\'r'.' -: J d 
-

Atrbott lrei4rrcl Diagnostics | )ivisiorr.
l,i-,irrarl1"rck. l,onglirrd. C. o [-orrgfoltl, lr

--ii:-i i:t.1v I

rd

tlc

Signature:

FullNarne:

Positionr

Date of
r\ppr'oval:
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