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EU Declaration of Conformity

Siemens Healthcanr Diagnostics products Ltdl
Glyn Rhonwy
Llanberis, Gwynedd, LL5S 4EL, UK

Siiemens Healthcarer Diagnostics products Ltd.l
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturinf Ltd.
Chapel Lane t

eaJe ot

mber (REff):

I Number (SMN):

Swords, Co. Dublin, lreland

IMMULITE@ 20OO AI='P

L?KAP2, L2KAP6

10381't87,10381184

Mallgorzata Robak
Regulatory Aflfairs Supervisor
Siennens Healthcare lDiagnostics products Ltd.
Llanberis, Gwynedd, LLSS 4EL, UK

-=--=i---

Gonfpmity

ANNEX ll, List B

ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nuremberg, Gr-5rmany
ldentification No. 0192

EC DEC-IMMULITE@ 2OOO AFP

04

of conforrlTity is issued under the so/e responslb ility <>f Siemens Healthcale Diagnostics products Ltd.
supersedqs any declaration issued previousty for the same product.

Robak
Malgorzata

Notiffed

tifier:llen

EC

-'::
-_r=:===..

2019_07-22 _
Date

IYYYY-MM-DDl

DEC_|[\4MULITE@ 2000 AFp Ver. 04

0{ 97

We hereby declare that the products described below conform to all applicable requlrements
of council Directive 98l79lEc for in vitro diagnostic medicai devices.

Page 1 of 'l
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E:U D lal'ation of Conformity

!iiemens Number (SMN):

Glassification:

Gonformitj

ilotified Bgdy:

Siemens Healthcare Diagnostics Products; Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, 11.55 4EL, UK

Siemens Healthcare Diragnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Place of fttlanu

IEU Authoiized

Product Nhme:

We hereby deolare that the product described below conforms to all aprplicable requirements
of Council Directive 98l79lEC for in vitro diagnostic medical dev'ices.

Siemens Healthcare Diagnostics Manufacturing ftd.
Chapel Lane
Swords, Co. Dublin, lreland

I MMULITE@ 2000 Anti-llBc

LZKHC2

1038131 1

Rofte:

ANNEX ll, List A

ANNEX IV

TUV Flheinland LGA Products GmtrH
Tillystrasse 2
90431 Nuremberg, Gernrany
ldentification No. 0197

EC DEC IMMULITE@ 21100 Anti-HBc

03

rz ig issued under the so/e responsib ility of Siemens Hei
ahy declaration issued previously for the same product

Rnl'rr k 3;il:iil:iiitri::i;81fl,1**

Llanberis, Gwynedd, L1.55 4EL, UK

Drocument \o. EC EC_IMMULITE@ 2000 Anti-HBc Ver. 03 Page 1 of 1
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ffiffi

aratipn of Conformity

Product

Legfl

Siemens Healthcare Diagnostics Manufacturing Ltd
Chapel Lane

(REI):

Num$er (SMN):

ANNEX ll, ListA

ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nuremberg, Oermany
ldentification No. 01 ll7

EC DEC IMMULITE@ 2000 Anti-HBs

UJ

of confoimity is issued under the so/e resporrsibility of Siemens Healthqare Diagnostics Products Ltd.

supersedes any declaration issued previousl,y forthe same product.

Robak Malgorz,ata r"$&T"

Date
Supervisor IfYYY-MM-DDI
e Diagnostflcs Products [td.
{ IIEEAEI IIVLildnuerrs, u*y'ur,l, LL55 4ELr UK

caf losue

Sielens

Docfment

Verdion:

S,words, Co. Dublin, lreland

IMMULITE@ 2000 Anti-HEs

L2KAHZ

1 0381 31 8

nf(

tified

Co

No

sisJature:

01 97

i We hereby declare that the product described below conforms to all applic;able requiremr:nts
of Council Directive 98l79lEC for in vitro diagnostic medical de;vices.

EC DEC IMMULITE@ 2000 Anti-HBs Ver. 0r3 Page 1 of 1
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EUD ilarat of Conformity

EE

We lrereby declare that the products describerj below conform to all rlpplicable requiremr:nts
of Council Directive 98l79lEC for in vitro diagnostic medical devices.

Leghl Manr|facturrlr: Siiemens Healthcarer Diagnostics Products Ltd
Glyn Rhonwy
Llanberis, GwYnedd, LL55 4EL, UK

Siiemens Healthcare Diagnostics Products Ltdl
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Si iemens Healthcare, Diag nostics Ma n ufactu rin g Ltd.

Anti-TG Ab L2KTG

rsibility of Siemens Heielthjare Diagnostics' Products Ltd.

'y for the same product.

tzata' 
n:=eb@il'

supervisor Date

'e Diagnostics eroducts ftd' IrYYY'MM-DDI

d LLsI 4EL, UK

.02 Page 1 of 1
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We hereby declare that the products describe,d below conform to all appli,cable requirements
of Council Directive 98l79lEC for in vitro diagnostic medical devices.

0hapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2000 Anti-TPO Ab

L2KT02

L2KTO6

(SMN): 10381650

1 0381 649

General IVD

ANNEX III

EC DEC IMM 2000 Anti-TPO Ab L2KTO

ctz

of confdpity is issued under the so/e responsibility of Siemens Healthpare Diagnostict; Products Ltd.

supersedes any declaration issued previously for thc samc nrorlrtet
'vvvvY rt -. 

r'-

Robak l ".lMalgorzata $"#fi"ff1{11r,*,1*** 2o1s'02-04

Dolument

Verf ion:

Ih,l
r'l

Siglature:

Malgorzata Robak
Regulatory Affairs Supervisor

fno
Siemens Healthcale Diagnostics Products ltld.
Llanberis, Gwynedd LL55 4EL, UK

Elate

IrYYY-MM-DDI

Dolument EC DECIIMM 2000 Anti-TPO Ab L2KTO Verr, 02

Lelal

Place of

Page 1 of 1
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M

Siemens Healthcare Diagnostics Manufacturing ftd.
Chapel Lane

Malgorzata

-'--

rhi
I/rls

Date
rY'rY-MM-DDl

,_rMM 2?00 oM-MA L2KOP

EiU Deicla

ri

Classification:

CronformitV As

liU Autho

ttroduct Ndme:

Gatalogue

Signature:

of Conformity

hereby declare that the product described below conforms to all applicable requirements
of Council Directive 9817\lEC for in vitro diagnostic medical devices.

Siemens Healthcare Dii:gnostics Products Ltd,
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Number (S N):

Swords, Co. Dublin, lrel,and

IMMULITE 2OOO OM-MA

L2KOP2

10380972

Roufe:

General IVD

ANNE]K III

EC DEC IMM 2OOO OM-I\4A L2KOP

U2

z iq issued under the so/e responsib iltity of Siemens Heatthcarfi
any declaration issued previously for the sieme product.

issued under the so/e responsib iltity of Siemens Heatthcar[ Diagnostics Products Ltd.

2019-02-01
@-r---T
Regulatory Affairs Supervisor
Siemens Healthcare Diargnostics Products Ltd,]
Llanberis. Gwvnedd LL55 4ElL- UKLlanberis, Gwynedd LL55 4ElL, UK

$iemens 

laterial

Drccument NO. EC Ver.02 Page 1 of 'l



H#

Lesll

Plafe

ffiffi

EE

EU De ratipn of Conformity

We hereby declare that the products describerj below conform to all applicable requiremr,'nts
of Council Directive 98l79lEC for in vitro diagnostic medical devices.

Doc{ment

Versiln:

This
This

facturer: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diag nostics
Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2000 CEr\

L?KCE2

L2KCE6

1 0380994

1 0380995

General IVD

ANNEX III

of conforfiiity is issued under the so/e responsibility of Siemens Het
supersedps any declaration issued previously for the same product.

Diagnostics Prod ucls Ltd.

2019-01-29

Date
nnrYY-MM-DDI

-=--=i=--

of

CEEC DEC_ 
l/tM 

2000

''n"l'*'

Page 1 of 1
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This
This

Signfture:

ffiruffi

laration of Conformity

We hereby declare that the product described below conforms to all applicable requiremr:nts
of Council Directive 98l79lEC for in vitro diagnostic medical devices.

EE
01 97

_=-_ii=_

Representative:

r (RE[):

i.lumber(SMN): 10381309

L2KCVG2

2Cr19-09-19

ANNEX ll, List B

ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nuremberg, Germany
ldentification No. 0197

EC DEC_IMMULITE@ 2000 CMV lgG

n2

Robak
Malgorzata

Malgozata Robak
Regu latory Affairs S upervisor
Siemens Healthcare Diagnostics Froducts Ltd.

Date
InYY.MM-DDI

Docurhent , EC DEC_IVMULITE@ 2000 CMV tgG Ver. 03 Page 1 of 1
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;,;
We hereby declare that the product described below conforms to all applir:able requiremernts

of Council Directive 98l79lEC for in vitro diagnostic medical devices.

Siemens Healthcare Diagrrostics Products Ltd
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufa
Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE@ 2000 CMV lgM

L?KCM2

1 0381 320

Represeptative:

(REf):

Itlum!er (SMN):

Clar

Con

Noti

ormity

ed

ANNEX ll, List B

ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nuremberg, Ciermany
ldentification No. 0197

EO DEC_IMMULITE@ 2000 CMV lgM

03

of <;onfoiTrity is issued under the sole responsibility of Siemens Health

supersedes any declaration issued previously for the same product

, OiglLallYsigBlbYRdakhlgo%la
| | rr | . N:scila

Ro ba k Ma I g o zat?',HrT,,.,,,,."0,,..,,.,

Malgozata Robak
Regulatory Affairs liupervisor
Siemens Healthcare Diagnostics Products
Llanberis, Gwynedtl, LL55 4EL, UK

_2019-08-13
Date -=--ii=-
[YYYY-MM-DDI _:,==_

This
This

Diag nostics Prod ucts Ltd.

Sisnlture:

Docfment

-=--=:--=-

EC DEC-IMMULITE@ 2000 CMV lgM Ver. 03 Page 1 of 1
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DeEU ratipn of Conformity

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2000 Free lf3

L2KF32

L2KF36

1 0381 675

1 0381 682

General IVD

ANNEX III

We hereby declare that the products describecl below conform to all applir:able requiremernts
of Council Directive gBlTglEC for in vitro diagnostic medicai devices.

-_--_- -i=_

-:--

rl

(REFI:

umblr (SMN):

t Rloute:

This
This

Signafure:

-_--r:-Date

IYYrY-MM-DDI

EC DEC_IMM 2000 Free T3 L2KF3

02

of confornl,ity is issued under the sole restrtonsibili
supersedep any declaration issued previously .for the t.

Robak illl:ll| _.g,u*u,
A,/|-|^^.-__a- ojkrenricn=R&thtsddaMalgorzata .,., t*$il*id',"T{#i11".-, 201e-01-30

EC DEIC_|MM 2000 Free T3 L2KF3 Ver. 02 Page '1 of 1
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We hereby declare that the products described below conform to all applibable requirements
of Council Directive 98l79lEC for in viho diagnostic medical devices.

Prodf ct

CatalpOue

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Represeritative:

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Ma
Chapel Lane
Swords, Co. Dublin, Ineland

IMMULITE 2000 Free T4

L2KFT42

L2KFT46

1 0381678

101381677

General IVD

ANNEX III

(nEFf :

Numbgr (SMN):

EC DEC IMM 2000 Free T4 L?KFT4

02

of conforiil:y is issued under the so/e respons iibility of Siemens
supersedQs any declaration issued previously forthe same product.

Bsilallydsdbytobkhls.Eta

Siem$ns

ConfQmity

DocuJnent

Versi{n:

This
This

Diag nostics Ftrod ucts Ltd,

201 9-01 -30

Date
IYYYY-MM-DDI

Signature:
Robak Malgorzata 

:_;
&le:rl9Ol {22:4:272

T

Robak

Docu EC DEC_IMM 2000 Free T4 L2KFT4 Ver. 02 Page 1 of 1
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laratipn of Conformity

EE
We hereby declare that the product described below conforms to all applicable requiremelnts

of Council Directive 9817glEC for in vitro diagnostic medical devices.

Placp of

ProdIcf

siempns

Claslificati

Confdrmity

Doculnent

versif n:

_:-_:-J_

Siemens Healthcare Diagnostics Products Ltd
Glyn Rhonwy

&"STi*T 
thcare Diasnostics Manuracturinj Ltd

--:-
-_-_-_.:_

This
This

Signafure:

Swords, Co. Dublin, lreland

IMMULITE 2OOO GI-MA

L?KGI2

I Numb{r (SMN): 10380988

nt Route:

General IVD

ANNEX III

EC DEC IMM 2OOO CII-MA L2KGI

02

of conforr4ity is iss:ued under the so/e respons ibility of Siemens
supersedds any declaration issued previously for the same product.

EC DEC_IMM 2000 GI-MA L2KG| Ver. 02

Robak Malgorzarta'

Diag nostics Prod ucts Ltd.

201 9-01 -31

Date
rYYYY-n/tM-DDl

Page 1 of 1
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EU laratipn of Gonformity

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthc;are Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Dlagnostics Manufi

(REI):

tlumujr (sMN):

ANNEX ll, ListA

ANNEX IV

TL|V Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nuremberg, Gr:rmany
ldentification No. 019Z

EC DEC_IMMULITEG) 2000 HBsAg

03

of conforrfiity is issued under the so/e respons ibility t>f Siemens Healthc4re Diagnostics Products Ltd.

2019-09-26

ffiffi

ofPlacp

EU Ar Represeptative:
Chapel Lane
Swords, Co. Dublin, llreland

IMMULITE@ 2000 Hl3sAg

L2KHB2

1 0381 306

Malgozata Robak
Regulatory Affairs Supervlsor
Siemens Healthcare Diagnostics Products
Llanberis, Gwynedd, l-L55 4EL, UK

Docufnent

Versif n:

-t:-Ihls
Ihls

Signafure:

Docuftent Ec DEo_ITMULITE@ 2000 HBsAs Ver. 03

Dale
IYYYY-MM-DDI

r 0197

We hereby declare that the product described below conforms to all applicable requiremernts
: I of Council Directive 98n9EC for in vitro diagnostic medical devices.

Prodyct

Catalogue

Siemens

Page 1 of 1
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Prodlct

GataloSue

Siem ns

Siemens
Glyn Rho
Llanberis

Siemens
Chapel L

Swords, t

)mens
apel L

'ords,

Gonfprmity

Docqment

Version:

ffiru

arati n of Conformity

gg

We hereby declare that the products described below conform to all applicable requirements
of Council Directive 98l79lEC for in vitro diagnostic medical devices.

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Diagnostics Products

LL55 4EL, UK

Diagnostics Manufacl

reland

-='--=:7--

(REl):

*urofo (sMN):

IMMULITE 2000 H. pylori lgG

L?KHPG2

L2KHPG6

1 Cr381 336

1 Cr381335

General IVD

ANNEX III

Ihls
This

EC DEC_IMM 2000 H. pylori lgG L2KHPG

vz

of conformity is issued under the sole responsibilily of Siemens Diag nostics Procl ucts Ltd.

Malgorzata' $i#;:i?t##;*;,*,*" 2419-02-01
Malgozata Robak
Regu latory Affairs Siupe rvisor
Siemens Healthcare' Diagnostics Products
Llanberis, Gwynedd LL55 4E[-, UK

EC DEC_IMM 2000 H. pylorilgG L2KHPG V>r. 02

Date
IYrYY-MM-DDl

Page 1 of 1
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laration of Conformity

EE
We hereby declare that the product described below conforms to all applicable requiremernts

of Council Directive 98l79lEC for in vitro diagnostic medical devices.

--::::__

-:---=--

Leg{l

elacf

Siemens Healthcare Eriagnostics Products Ltd
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthc;are Diag nostics Manufacturin$
Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2000 Herpes | & ll lgG

L2KHVG6

Represeptative:

(RET):

Numbgr (SMr.I): 1 0381 333

Ltd

Doc!ment

Versfon:

General IVD

ANNEX III

EC DEC_lMM 2000 llerpes | & ll lgG L2KHVG

vz

This
This

zct19-02-01

Date
IYrYY-MM-DDI

Docufnent

Malgozata
Regu latory Affairs S;upervisor
Siemens Healthcare Diagnostics Products
Llanberis, Gwynedd LL55 4EL, UK

EC DEC_IMM 2000 Herpes l& lllgG L2KHVG Ver. 02 Page 1 of 1
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EUD laration of Conformity

Siemens Healthcare Diagnostics Products L
Glyn Rhonwy

EU 
fluthor

Pro{uct N

Ca$loSue

sieJens lti

Clasbificat

Repres$ntative:

I Num$er (SMN): 10380873

10380872

General IVD

ANNEX III

Robak

Malgorzata Robak
Regulatory Affairs Siupervisor
Siemens Healthcare' Diagnostics Products
Llanberis, Gwynedd LL55 4EL, UK

2019-02-01

-:::-

-::::-_

Docdment

Version:

Signlture:

This
This

um

Darte

IYrYY-MM-DDI

EC DEC_IMM 2000 Total lgE L2KIE Ver.02

We hereby declare that the products desclribed, below conform to all applicable requirements
of Council Directive 98l79lEC for in vitro diagnostic medical devices.

Mlalgorzata

Doc Page 1 of 1
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Doc{ment

vers]on:

na;!l
We hereby declare that the products describe,C below conform to all applicable requ rements

of Council Directive 98l79lEC for in vitro diagnostic medical devices.

ffir*ffi

aratipn of Conformity

Robak
Malgorzata

Siemens Healthcarer Diagnostics Products Ltd
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

ldentification No. 01 gr7

EO DEC IMMULITE(D 2OOO PSA

03

(sMN):

f

Nr

-=--=ii--

This
This

Docuinent

Digitally tisned by Robal Malqdzata
0Nr serialNumbeEZ@20NKF,

9iv€nName-trlqozata, sn=Robak
cn=flobakftlgorzata
Reasqr I am approvinq thb docurent
Date: 2019.09,25 09:58123 +01'@'

2019-09-25

Malgorzata Robak
Re gulatory Affairs S,upervisor
Siemens Healthcare Diagnrostics Products
Llanberis, Gwynedd, LL55 4EL, UK

Date
IYrYY-MM-DDl

. EC DEC_IMMULITE@ 2000 PSA Ver. 03 Page 1 of 1
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EUD laratiQn of Conformity

Represen tive:

Siemens Healthcare l)iagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynerid, l-L55 4EL, UK

Siemens Healthcare [)iagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, 1"155 4EL, UK

Siemens Healthcare [)iag nostics Manufactu ring
Chapel Lane
Swords, Co, Dublin, lreland

IIMMULITE@ 2000 Frere PSA

L2KPF2

1 0380984

mber (REF)f

ANNEX II, List B

ANNEX IV

TUV Rheinland LGA Pnoducts GmbH
Tillystrasse 2
90431 Nuremberg, Gerrrany
ldentification No. 0'1 97

EC DEC_IMMULITE@:2000 Free PSA

of conformi(v is issued under the sole responsibility of Slemens D i ag n ostic s P rod ut;ts Ltd.
supersecies any declaration issued previously fctr the same product.

i r&i4skdbytub,kkbozda

Robak Malgorzatar ffi ab'd'6

tul.:20l9s2l sioa+0tbo 2019-09-23
Malgorzata Robak
Regu latory Affairs Supervisor
Siemens Healthcare Diagnostics Products l_

Llanheris, Gwynedd, LL55 4EL, UK

DEC_lM{llJLITE@ 2000 Free pSA Ver. 03

ta

-:-----__

Ga

Siemens Numbep (SMN):

: -:=

----

Date

IYYYY-MM-DDI

We hereby declare that the product described brelow conforms to all applioable requirements
of Council Directive gBftgEC for in vitro diagnostic medical devices.

Page 1 of 1
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Docufnent

Versibn:

H ffiruffi

De ratipn of Conformity

Siemens Healthcare Diagnostics Products Ltd
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Total T3

L2KT32

L2KT36

1 0381 654

1 0381 657

General IVD

ANNEX III

:

Rrcbak Malgorzata' +hrtr'

-=;_-,___:_

Represeirtative:

(REq):

Siemens Healthcare Diagnostics Manufacturin$ Ltd.
Chapel Lane
Swords, Co. Dublin, lreland

-=-_-=__

m9 Humuj. (sMN):

This
This

Sign

EC; DEC_IMM 2000 Total T3 L2KT3

02

of confornlity is issued under the so/e respons ibility of Siemens Heatthcd,re Diagnostics products Ltd.
supersedqs any declaration issued previously for the same producl.

I

-a 
_.:=

-:::__

alure:

--__-_=l_

-=-=-.=-

"*]""
EC DEC_|MM 2000 Totat T3 L2KT3 Ver. 02

We hereby declare that the products describerj below conform to all applicable requiremr:nts
of Council Directive gBnglEC for in vitro diagnostic medicai devices.

t:

ssessment Rorute:

Page 1 of 1
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EU larati of Conformity

Plac; of

Catafogue

Sieniens

GonfgrmitV

Pro{uct

Doctment

vers]on:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2000 Totirl T4

LZKT42

L?KT46

1 0381 685

1 0381 664

General IVD

ANNEX III

EC DEC

02

IMM 2000'fotalT4l2KT4

Malgorzata Robak
Regu latory Affairs Siupervisor
Siemens Healthcare, Diagnostics Products
Llanberis, Gwynedd LL55 4EL, UK

Robak Malgorzata

This
This

2Ct19-02-04

___-_=_

-=--=--:=-

sisnlture:

EC DEC_IMM 2000 Total T4 L2KT4 Ver, 02

Darte

IYYYY-MM-DD]

We hereby declare that the products described below conform to all applicable requiremr:nts
of Council Directive 98l79lEC for in vitro diagnostic medical devices.

Document Page 1 of 1
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D of Conformity

-t::

_=t__._-__

Leg3l

Pla(e

tlotiJea

Man

ofM

ative:

(SMN):

Siemens Healthcare Diagnostics Producls
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcarer Dagnostics Products
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Dagnostics
Ghapel Lane
Swords, Co. Dublin. lrelano

t2KfxP2

10381 323

ANNEX II, List B

ANNEX IV

Lloyd's Register Quatrity Assurance Ltd.

ts tssued under the so/e responsrb ility of Siemens Heafthclre Diagnostics Products Ltd.
supersedis an y declaratiott issued previously fctr the same product.

D,^L^1. I Deuaily5isn€dbyRobkmtsouata

Rr:bak
A4algorzata

This

This

-:--=ti--

:-,:=
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Malgorzata Robak
Regulatory Affairs Srupervisor
Siemens Healthcare Diagnostics Products L{d.
Llanberis, Gwynedd, LL55 4EI- UK
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Dale
rYIYY-MM.DDJ

EC DEC- MM

We herely declare that the product described below conforms to all applicable requirements
of council Directive 98n9lEc for in vitro diagnostic medicai devices.
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VersiQn:
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Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, L[-55 4EL, UK

Siemens Healthcare Dagnostics Manufacturinj Ltd.
Chapel Lane
Swords, Co. Dublin. lreland

IMMULITE 2000 Toxoprlasma lgM (p-Capture)
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ANNEX ll, List B

ANNEX IV

Lloyd's Register Quality Assurance Ltd.
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Solihull, 837 7ES, UK
ldentification No. 008ti

EC DEC_IMM 2000 Toxoplasma lgM (p-Capturq) L2KTZ
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of ynlltV is issued under.the so/e respons ibility of Sremens Heafthcale Diagnostics Ftroducts Ltd.

givenNam€=kl9oab, sn=Robak,
cn=RobakhboElaMalgorzata Reason:l am approvlng thk do<ument
Dat€i20190301 0961332

Hffi

ila ratipn of Conformity

_____,_!=_

uct I

ogu

ens

Prod

Catal

Siem

Docunient

ClasSi

2019-03-01 _
Date
IYYYY-MM-DDIrpervisor

Diagnostics Products Ltil.
I-L55 4EL, UK

0088

We hereby declare that the product described below conforms to all applicable requiremernts
of Council Directive 9SnglEC for in vitro diagnostic medical devices.

supersedQs any declaration issued previously forthe same product.
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aratipn of Conformity

We hereby declare that the products described below conform to all applicable requirem,ants
of Council Directive 98l79lEC for in vitro diagnostic medical devices.

'l

RepresQntative:

e mber (REf):

De

-=--i=:-

Siemens Healthcarer Diagnostics Products L

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

L2KTS6

1 038 1 665

1 0381 667

General IVD

terial NumJer (SMN):

Assessmerft Route: ANNEX lll

EC DEC IMM 2000 Thlrd Generation TSH L2

02

of confolJnity is issued unrler the so/e responsibility of Siemens
superse{es any declaration issued previously for the same product.
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givenNamFhlgozab, sn=Robak,
cn=Robak &lgortaMalgorzata N]ti;uill"..*:

Malgorzata Robak
Regu latory Affairs Supervisor
Siiemens Healthcare Diagnostics Products
Llanberis, Gwynedrl LL55 4EL, UK

EC DEC_IMM 2000 Thlrd Generation TSH L2KTS Ver. 02
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Catalogue
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Signature:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, L1.55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing
Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2000 Prolactin
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'10381200

1 0381 1 99
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ANNEX III

Digitally signed by Robak Malgotrata
DN: serialNumb€r=20020NKF,

. gavehName=Malgoaata, rn=Robak
F5lemeni, ch=Robak Malgouata
neasonrl am approving this
Oalet 2O1 9 02 17 23i41 i42 Z
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Glassification:

Number (S

This declard[ion of
This declarQtion su

EC DEC IMM 2000 Prolactin L2KPR
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anly declaration issued previously for the same product.

Robak
Malgorzata 2019-02-17

Malgozata Robak
Regulatory Affairs Supr:rvisor
Siernens Healthcare Diagnostics Froducts Ltd,
Llanberis, Gwynedd LL55 4EL, UK
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Wg hereby deolare that the products described br:low conform to all applicable requirements
I of Council Directive 98l79lEC for in viltro diagnostic medical devices.
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of council Directive gBlTglEC for in vitro diagnostic medicai devices.

Legal Ma
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Siemens

Document

Version:

Signature:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, 1t.55 4EL, UK

Siemens Healthcare Diragnostics Products Ltd.
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Siemens Healthcare Diagnostics Manufacturing
Chapel Lane
Swords, Co. Dublin, lreland
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't0381 191

General IVD
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Products GmbH
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die unten angegebenen ln-vitro-

der Riclrtlinie 98/79/EG des Europflischen
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the in vitro diagnostic devices
to all applicable Essential
9479/EC on in vitro Diagnostic
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Siemens Healtihcare Diagnostics
Products GmbH

hiermll, dfss die untefl angegebenen

der Rilhtlinie 98/79/EG des Europdischen
und des Rates tiber In-vitro-Diagnostika

und dfe Anforderungen gemdB Annex lll

described below confqrms to all applioable Essentia/
Requirements of Directive 98/79/EC ctn in vitro Diaonostic
Medical Deuices and ficcordance was,shown by conformity
assessrnenl p racedurbs of Annex Il l.
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Siemens Healthcanl Diagnostics Inc.
62 Flanders-Bartley Road
Flanders, NJ, 07836, USA

CARCLO TECH N ICAL PLASTICS
Grant Road
Tucson, AZ 85705, USA

Hoover Precision Products
1390 Industrial Park Dr.,
Sault Ste. Marie, 1v1149783, USA

Siiemens Hea lthcarer Diag nostics Ma n ufactu ring Ltd.
Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2000 Systems Reaction Tubes
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Veqion:
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ANNEX III

DoC IMMULITE 2000 RxnTubes
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Slherrie Ryan
Sn Manager Regulatory Affiars
Siiemens Healthcare' Diagnostics Inc.
Newark, DE 19714

signed by Ryan 5herri,3
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Date
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I We hereby declare that the product described below conforms to all applicable requirements
of Council Directive 98l79lEC for in vitro diagnostic medical devices.

Ryan :Sherrie t#i
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ANNEX III

EC DEC IMM 2000 Substrate L2SUBM
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of confoipity is issued un<Ier the so/e responsibility of Siemens HealthCgre Diagnostics Pror|ucts Ltd.

superse{es any declaration issued previously for the same product.
:Ier the sole responsibility of Siemens HealthCgre Diagnostics ProrJucts Lt
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Date
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Version:

We hereby declare that the product described below conforms to all appficable requiremrents
of Council Directive 9817glEC for in vitro diagnostic medical devices.
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25-Hydroxy

ACTH
Aldosterone

Amikacin
Amiodarone"
Amitriptyline

Angiotensin I

Anti:
Anti:
C-Peptide
Caffeine
Calcitonin

Cortisol
Cyclosporine*
Desipramine**

'No olalms are
'Yalues are not

#?unoa$salf Gontrols

level),.. ..12x5mL
.,.12x5mL
..,12x5mL
.,..l2xSmL

of each level) .., ,.,3x5 mL

Salicylate
SHBG (Sex Hormone Binding

Globulin).
Somatomedin-C
T3 (Free)

T3 fiotal)
TO Uptake/T-Uptake
T4 (Free)

T4 flotal)
TBG
Testosterone
Testosterone (Free)

Theophylline
Thyroglobulin (Tg)

Tobramycin
Tricyclic Antidepressants

(TCA) Screen--
TSH
Valproic Acid
Valproic Acid (Freef.
Vancomycin
Vitamin Brz

www.bio+ad.com/qualitycontrol | 55
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ACTH
Alclosterone

cA 15-3
cA 19-9
c427.29
cA 50.
cA72-4.
cA 125
Calcitonin
CASAff
.lnternational Use
rNo claim is made

munoa$$ay controls

cA 125
cA 15-3
cA 19-9
c427.29
cA72-F
CEA
Cyfra2l-1*

.lnternational Use

:,::: 1 ::l:

,,.6x2mL
..,.6x2mL
.,,.6x2mL

of each level) ,., ...3x2 mL

, see page li8.

,.,6x2mL
...6x2mL

t 
""".n,.""u: 

: : : :. : : : : : : :3X;ili
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