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EU Declaration of Conformity

zn#
We hereby declare that the products described berlow conform to all :applicable requirements

of Council Directive 98/79/EC for in vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative :

Product Name:

Cataloguer Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route :

Notified Body:

Document ldentifier:

Version:

S ig natu re.

Siemens Healthcare Diagnostics P'roducts Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, Uf(

Siemens Healthcare Diag nostics Nlan ufactu rin g Ltd

Chapel Lane
Swords, Co. Dulclin, lreland

IMMULITE@ 2OOO AFP

L2KAP2, L2KAF'6

10381 187,10381 184

ANNEX ll, List Ei

ANNEX IV

TUV Rheinland LGA Prcducts GmbH
Tillystrasse 2
90431 Nuremberg, Germany
ldentification No. 01 97

EC DEC_IMMUI-ITE@ 2OOO AFP

04

This de,:laration of conformityis lssued under the so/e responsibility of Siemens Healthcare Diagnostics Procluct,s Ltd

This declaration supersedes any declaration issued previcusly for the sarne product

Robak
Malgorzata

D9 h b rgr( by RobkMargo'rila
ON e, rNrulF,-Z\:D2oNKt
!rvcnNanre=M)lgodbli, rr.Robi( o-5i€men!

Feason am.t'p'oM rg lh6 do.uorcnl
Ddre l0lq 07,? l6{r/:59 +01 00 2Q19l.7',-22 __

Date
[YYrr-M[[-DDl

Malgorzata Robak
Re gu latory Affarirs Supervisor
Siemens Healthrcare Diagnostics Produc;ts Ltd.
Llanberis, Gwynedd, LL55 4E[., UK

Document No. EC DEC IMMULITE@ 2000 AFP Ver. 0zl Dana 1 a,f 1



g#fi ffi #q#ffi ffifla$1ffi'

EU Declaration of ConformitY

We hereby declare that the product described below confomrs to all applicable requirements

of Council Direciive 98/79/EC for in vitro diagnos;tic medical devices.

K
01 97

Legal Manufacturer:

Place of Manufacture:

EU Authorized RePresentative :

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN): 10381318

Classification:

Conformity Assessment Route :

Notified hlody:

Document ldentifier:

Version:

Signature:

Siemens Healthcare Diagnostics F roducts Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, Ul(

Siemens Healtl'care Diagnostics Products Ltd

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL' Ul<

Siemens Healtl'rcare Diag nostics lt/lanufad:u ring Ltd

Chapel Lane
Swords, Co. Dr,blin, lreland

IMMULITE@ 2000 Anti-HBs

L2KAH2

ANNEX ll, List,A

ANNEX IV

TUV Rheinland LGA Products GnrbH

Tillystrasse 2

90431 Nuremberg, GermanY
ldentification Nrr. 01 97

EC DEC-IMML,LITE@ 2000 Anti-HBs

03

This dect,:zration of conformity ls lssued under the so/e n;sponsib ility of {}iemens He>althcare Diagnostics Prctduc:t:; Ltd

This decl,tzration supersedes any declaration issued previously for the sizme product

,qtrry!9dbttobJ M4o,:.G

R o b a k M a I 13 o rz a t a H:':il Tfi "':":Y:i1;llm:''*-'

_-'= -_

:-.-

=-= :-

Malgorzata Robak
Re g ulatory Affairs Su Pervisor
Siemens Health ca re Diag nostics Prodttcts Ltd'
Llanberis, GwYnedd, LL55 4EL, UK

_201-9-Ct9-23___
Dakt
nn rY-MlM-DDl

Document No. EC DEC IMMULITE@ 2000 Anti-HBs t,/er. 03 Page 1 of 1
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Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative :

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN): 10381659

Classification:

Conf orm ity Assessment Route :

Document ldentifier:

Version:

Signatu re:

Siemens Healthcare Dial;nostics Products Ltd

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, Ul(

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, 115,5 4EL, Ul(

S ieme ns Healtl'rcare Diag nostics [\/la n ufa ctu rin g Ltd

Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2000 Anti-TG Ab

L2KTG2

L2KTG6

1 0381655

General IVD

ANNEX III

EC DEC-IMM 11000 Anti-TG Ab L2KTG

o2

This decl1ration of conformityis lssued under the so/e rersponsrb ility of Siiemens Hetalthcare Diagnostics Prc'ducts Ltd

This declitration supersedes any declaration issued pret'iously for the same produc:t

0 !il.lly !qnea by Robak ldrlg.tzdl.

R o b a k M er I g o rz a t a ;..t''.i:j;':"",,'li;'li iililx"'T" 
*"'

Drie 2oreo2u l4:r5 $ z 20151-02-44

Malgorzata Robak
Re g u latory Afl'airs SuPervisor
Siemens Healthcare Diagnostics Produtcts Ltd.
Llanberis, Gw'ynedd LL55 4EL, UK

Dater

rYnrY-MM-DDl

EU Declaration of Gonformily

We hereby declare that the products described bel,cw conform to all applicable requirements

of council Directive 98l79tEC for in vitro diagnositic medical devices.

Docurnent No EC DEC-IMM 2000 Anti-TG Ab L2KTG Ver. 02
)age 1 of 1
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EU Declaration of Conformily

We hereby declare that the products described below confom to all applicable requirements

of Council Directive 98l79lEC for in vitro diagnos;tic medical devices

Legal Manufacturer:

Place of Manufacture:

EU Autho rized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN): 10381650

Classification:

Conf ormity Assessment Route :

Docunrent ldentifier:

Version:

S ig natu rer:

Siemens Healtl'care Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwyrredd, LL55 4EL, Ul<

Siemens Healthcare Diag nostics F'rod ucts Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, Ul(

Siemens Health care Diag nostics [\Ianufacl.uring Ltd

Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2000 Anti-TPO Ab

L2Kr02

L2KTO6

1 0381 649

General IVD

ANNEX III

EC DEC-IMM 2000 Anti-TPO Ab L2KTO

02

This declevation of conformity is issued under the so/e responsib ility of Siemens Healthcare Diagnostics Pn>duc;ls Ltd

This dercteration supersedes any declaration issued previously for the same product.

Robak
Malgorzata
Malgotz"ta Robak

Drl t.lly ,qfRl by Sobak M.rg)rtali
Df, seil. N!m)e'=1020NKf ,

! venNa,.e=Mi @r/dt., sf=Aoh rk o. 5rern.n5,

Ber5on: a.n approvnrq lh 3 do:umenl
&(ei 20 9.02.{C I4:l/03 Z

2019r.02-04

Regu latory Aff.airs Su Pervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwy'nedd LL55 4EL, UK

Date
rrYYY-Mrvr-DDI

Document No. EC DEC IMM 2000 Anti-TPO Ab L2KTO Ver 02 F)age 1 of 1
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EU Declaration of Conformity

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

We hereby declare that the products described below confonn to all applicable requirements
of Council Directive 98l79lEC for in vitro diaqnostic medir:al devices.

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classificalion:

Conformity Assessment Route: ANNEX lll

Document ldentifier:

Version:

Signature:

Siemens Health,lare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UKI

Siemens Healthr:are Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwyn--dd, LL55 4EL, UK,

Siemens Healthr:are Diag nostics Manufactu ring l-td
Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2OOO CEA

L2KCE2

L2KCE6

1 0380994

1 0380995

General IVD

'fhis declarittion of conformity ls lssued under the so/e regronsib ility of Sie:mens Hea,tthcare Diagnostics Prod,:tcts Ltd.
'fhis declari,ttion supersedes any declaration issued previc'usly for the same product.

EC DEC-IMM 2COO CEA L2KCE

a2

D'q 1. v tiqned by Fob.k Mdlgorzat.

R o b a k M a I g o rz a t a il1,;!fi,f*:hl..)F"r'r$;"ri"b**"
our" trrsor z9 tr il_r: z

2A'19-Ct1-29

-Malgorzata Robi*
Regu latory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

Date
IYYYY-MM-DDJ

Document l\to, EC DEC IMM 2000 CEA L2KCE Ver. 02 Page 1 of 1
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EU Declaration of Conformity

vrtH
We hereby declare that the product described below confomts to all ;applicable requirements

of Council Directive 98l79lEC for in vitro diagnostic medical devices

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative :

Product Name:

Catalogue Number (REF):

Siemens lVlaterial Number (SMN): 10381309

Siemens Healthcare Diagnostics F'roducts Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, Ul(

Siemens Healthcare Diagnosttcs F'roducts Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, Ul(

Siemens Healthcare Diagnostics lvlanufacturing Ltd

Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE@ 20t)0 CMV lgG

L2KCVG2

Classification:

Conformity Assessment Route :

Notified Elody:

Document ldentifier:

Version:

Signature:

ANNEX ll, List t|

ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, GermanY
ldentification Nc. 0197

EC DEC_IMMULITE@ 2000 CMV lgG

03

t)gilalt s(i d ty RobdrM.rlo.zilr
t)N rdD Nrrrbe'-Zrlr2oNs,
qrye rNann.tulprzrti tn=Roba( r=\'ttrEnr,

N.alon I a,i.pp olrnql[tr do<!rtnt
oat 20l9 D l9 15 02 55 +01 m 2:019-09-19

This declaration of conformity ls issued under the so/e responslbility of Siemens He'althcare Diagnostic:; Producls Ltd.

This declaration supersedes any declaration issued prev,iously for the sa'me product.

Robak
Malgorzata

Malgorzata Robak
Re g u latory Affairs SuPervisor
Siemens Healthcare Diagnostics Produr:ts Ltd.
Llanberis, Gwynedd, LL55 4EL, UK

Date

rYY\/-Ml|,l-DDl

Docunrent No. EC DEC IMMULITE@ 2000 CMV lgG Ver. 03 Fage 1 of 1
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EU Declaration of Conformity

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative :

ID
01 97

We hereby declare that the product described below confonns to all applicable requirements;
of Council Directive 9817llEC, for in vitro diaqnostic medical devices.

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Glassification:

Conformi ty Assessment Route :

Notified Eiody:

Document ldentifier:

Version:

Sig nature

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

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

Siemens Healtl'rcare Diagnostics [\Ianufad:uring Ltd
Chapel Lane
Swords, Co. Dublin, lreiand

IMMULITE@ 2000 CMV lgM

L2KCM2

1 0381 320

ANNEX ll, List E!

ANNEX IV

TUV Rheinland LGA Products GimbH
Tillystrasse 2
90431 Nuremberg, Germany
ldentification No. 0'197

EC DEC_lMMUl-lTE@ 2000 CMV lgM

UJ

l:rgita \'eqmd b/ H.batbkjr,,rar'

Roba k Ma I qo rzata :!;;1ifi:tnft#riii$i;;1"**

Malgorzata Robrak
Re gu latory Affa irs Supe rvisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd, LL55 4EL, UK

This de':laration of conformilyis lssued under the so/e re$ponsibility of gemens Healthcare Diagnostics Pracluct,s Ltd
This declaration supersedes any declaration issued previcusly for the sarne product

_2n_x9r0tLl3__
Date
IYYYY-Mlril-DDJ

Document No. EC DEC_IMMULITE@2000 CMV lgM Vr:r.03 Page 1 of 1
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EU Declaration of Conformity

Legal Marrufacturer:

Place of Manufacture:

EU Authorized Representative :

We hereby declare that the products desc'ibed below confonn to all applicable requtremenrs
of Council Directive 98l79lEC for in vitro diagnostic medir:al devices.

Product Name:

Cata logue Number (REF):

Siemens Material Number (SMN): 10381675

Classification:

Conformigr Assessment Route: ANNEX lll

Document ldentifier:

Version:

Siemens Healthr:are Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynl.dd, LL55 4EL, UK:

Siemens Healthr:are Diagnostics Products tLtd.

Glyn Rhonwy
Llanberis, Gwynr:dd, LL55 4EL, UK.

Siemens Healthr:are Diagnostics Manufacturing [.td
Chapel Lane
Swords, Co. Dutrlin, lreland

IMMULITE 2000 Free T3

LZKF32

L2KF36

1 0381 682

General IVD

EC DEC_IMM 2000 Free T3 L2KF3

02

?-his deciarertion of conformity is lssued under the so/e responslb iltty of Siemens Heatthcare Diagnostics Proa,ucts Ltd
7-his deciarertion supersedes any declaratron issued previously for the same ptroduct.

Robak
DigIrlly ror,d by tob.k MalgrTara
DN rrrl\!rn&r=Zo020NXf

Signature: Malsorzat. l*{}lri.f,ili' il"

-lvtalgozata Roba
Re g u latory Affairs S upervisor
Siemens Healthcare Diagnostics Product:s Ltd.
Llanberis, Gwynedd LL55 4EL, UK

2019-01-3rl

Date
TYYYY..MM.DDI

Documerrt l{o. EC DEC_IMM 2000 Free T3 L2KF3 Ver 02 Pa1;e, 1 of 1
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EU Declaration of Conformity

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative :

We hereby declare that the products desr:ribed below conform to all applicable requrrenrents
of councir Directive ggrTgrEci for in vitro diagnorstic medicai devices.

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN): 103g1678

Classification:

Conformity Assessment Route :

0ocument ldentifier:

Version:

S ignature:

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

Siemens Healtf care Diagnostics products Ltd.
Glyn Rhonwy
Llanberis, Gwyrredd, LL55 4EL, Ul(

Siemens Healthcare Diagnostics lrrlanufacturing Ltd.
Chapel Lane
Swords, Co. Duclin, lreland

IMMULITE 2000 Free T4

L2KFT42

L2KFT46

10381677

General IVD

ANNEX III

EC DEC_IMM 20rlg pr"" T4 ]1KFT4

02

This decl'aration of conformity ls issued under the so/e responsib itity of siemens Heatthcare Diagnostics Frroducts l_td.This decl,zration supersedes any decraration issued previousry for the same product.
trgrJ / !gn&j by no$kM:r$,z.il:

R o b a k M a I g o rz a ta JJlij:tlfii:lii"i:"dak .= ikms\'

&aen. ah.mroinqrhr dft uhenr
ualc 20t901 10224 2/z

Malgotzata Robal[

2019-01-30

Regu latory Affairs Supervisor
Siemens Healthcare Diagnostics products Ltd.
Llanberis, Gwynedd LLSS 4EL, UK

Date

fYYYY-rvlM-DDI

Drrcument Nr. EC DEC_lMM i2000 Free T4 L2KFT4 Ver. ()2
Pagr: 1 of 1
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EU Declaration of Conformily

I
L

-t
__l

We hereby declare that the product described below confomrs to all ,applicable requirements
of Council Directive 9817glEC for in vitro diaonostic medical devices.

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative :

Product l,lame:

Cataloguer Number (REF):

Siernens Material Number (SMN): 10380988

Siemens Healthcare Diagnostics F'roducts Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

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

Siemens Health care Diag nostics Nlanufact uring l-td
Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2OOO GI-MA

LZKG12

General IVD

ANNEX III

EC DEC-IMM 2OOO GI-MA L2KGI

02

Lre,b !,!ned q R(,bil r/. qor6b

Ro ba k M a I g o rzata 
:;ir,**,llli*:ll*',,t*"".'

Malgozata Robak
Re gu latory Affa irs Su pe rvisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

Classification:

Gonformity Assessment Route :

Documenl ldentifier:

Version:

S igrratu re:

This dec;laration of conformif.y rs lssued under the sole responsibility of Siemens Healthcare Diagnostics Pro,Juctt; L-td.

This dec:laration supersedes any declaration issued previ<'tusly for the same product.

2Cr19-Cr1-31

Date

ryYY\'..MM-DDI

Documernt No. EC DEC_IMM 2000 cl-MA L2KGI Ver. 02 Perge 1 o1i 1
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EU Declaration of Conformity

G
0197

We hereby declare that the product desc'ibed below confonns to all applicable requrrements
of councir Directive ggrzgtEC for in vitro diagnostic meoicai oevices.

Legal Manufacturer:

Plarce of Manufacture:

EU Authorized Representative:

Product Name:

Gatalogue' Number (REF):

Siemens Material Number (SMN): 103g1306

Clas;sification:

Conformity Assessment Route :

Notified Body:

Document ldentifier:

Vers ion:

Signature:

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

Siemens Healtfrcare Diagnostics products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, Ul<

Siemens Healthcare Diag nostics lr4an ufactu rin g Ltd
Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE@ 2000 HBsAg

L2KHB2

ANNEX ll, ListA

ANNEX IV

TUV Rheinland LGA Products GmbH
Trllystrasse 2
9043'1 Nuremberg, Germany
ldentification No. O1 97

EC DEC_IMMULITE@ 2000 HBsAg

03

7'his <leclaration of conformity ls tssued under the so/e resrronsib itity of siemens Healilhcare Diagnostics prodt"rcts Lid
T'his declaration supersedes any decrararion issued previousry for the same product.

Robak
Malgorzata

O 9 r,ilry,'9nRt bt Nobak Matgorz;ra
DN:n'h NuD$.'=Zo)lON(
9ry€f Nane-&lgorzd. rn-Fobar, o=56hens,

3..5.m I dni approving lhrr trxunr.f t
Date,'019@1622 5{ 2! +Ot m 2019..1)9-26

::

._+:

Malgorzata Robak
Re g u latory Affairs Supervisor
S iemens Hea lth c,a re Dia g nostics productsi Ltd.
Llanberis, Gwynedd, LLis 4EL, UK

Date

IYYYY-MM-DDl

Document No. EC DEC_|MMULtTE@2000 HBsAg Ver. 0r3 Page 1 of 1l
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EU Declaration of Conformity

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

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

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN): 10381336

Classification:

Gonformity Assessment Route :

Document ldentifier:

Version:

Signatu re:

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

Siemens Healtfrcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, Ul(

Siemens Healthcare Diagnostics [\4anufacluring Ltd
Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2000 H. pylori lgG

L2KHPG2

L2KHPG6

1 0381 335

General IVD

ANNEX III

EC DEC_IMM 2000 H. pylorilgG L2KHPG

02

DqilJ y5klnd b/F.brk Ma !orzrb
DN !.ralNumbe'.Zdr20N(F,
9!€rNanre=Malgorzair. in=nobak o=Sft nxrI

R€n(h: amappr.vru tf Ido.uf ]ent
&_€r l0l9 02.1)l l0:18 4/ Z

This declar'etion of conformity ls lssued under the so/e reqoonsib ility of Siemens Healthcare Diagnostics protlucts Ltd
This declar,:ztion supersedes any declaration issued previctusly for the same product.

Robak
Malgorzata

Malgorzata Robak
Regu latory Affa irs Supe rvisor
Siemens Healthr:are Diagnostics Producls Ltd.
Llanberis, Gwynedd LL55 4EL, UK

2419-Ct2-01

Date
rYYYY-MM-DDl

Document ltlo. EC DEC_IMM 2000 H pylori tgG L2KHpG Ver. 02 Page 1 of 1



EU Declaration of Conformily

We hereby declare that the product descrbed below confomrs to all applicable requirements
of Council Directive 98l79lEC for in vltro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative :

Product Name:

Gatalogue Number (REF):

Siemens Material Number (SMN): 10381333

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwyrredd, LL55 4EL, Ul(

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwyredd, LL55 4EL, Ul(

Siemens Healthcare Diag nostics l\lanufacturing Ltd
Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2000 Herpes | & ll lgG

L2KHVG6

General IVD

ANNEX III

EC DEC_IMM 2300 Herpes l& ll lgG L2KI'1VG

02

Classification:

Conformifi Assessment Route :

Document ldentifier:

Version:

Signatu re;r

This declaration of conformity ls issued under the so/e responslb ility of Siemens Heitlthcare Diagnostics Prcducts Ltd.

This de:laration supersedes any declaration issued previously for the same product.
llq[ally !i9red by R!bal hlgorzala
ON !e'idlNumber=Z@20NKl.

Ro ba k M a I g o rzata :t:#;'it'^#,1?:#" 
e=ksak'r€dm5

Re,ron: r.m.pDrovn'9 lhtr ddLne.l
hle )0l90lOl 10:ll l0Z

Malgorzata Robak
Re g u latory Affarirs Supervisor
Siemens Healttrcare Diagnostics Produc;ts Ltd.
Llanberis, Gwynedd LL55 4EL, UK

2019-02-01

Date
IYYYY-MM-DD]

Documenl No. EC DEC_IMM 2000 Herpes | & ll lgG L2h,HVG Ver. 02 Page 1 c,f 1



EU Declaration of Conformity

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

This dec:laration of conformity ls lssued under the so/e responsib ility of Siemens Healthcare Diagnostics productst Ltd
This dec:lar'ation supersedes any declaration issued previc>usly for the same product.

Robak
Malgorzata

Malgorzata Robiak
Regu latory Affai rs Supe rvisor
Siemens Health r:a re Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

We hereby declare that the products described below conform to all applicable requtren.lents
of council Directive g9rzgrEc for in vitro diagnostic mecricai devices.

Product Name:

Catalogue Number (REF):

Siemens llllaterial Number (SMN): 10380973

Classification:

Conformily Assessment Route :

Documenl ldentifier:

Version:

S ignature:

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 fvlanufacturing Ltd.
Chapel Lane
Swords, Co. Durblin, lreland

IMMULITE 2000 Total lgE

L2KIE2

L2KIE6

10380872

General IVD

ANNEX III

EC DEC_IMM 2000 Total lgE L2K|E

02

0gil.lly 5rgned )y Sobak M.ngo"ara
0N ;e, alNLmb.r=ZN2oNKF
q've.Narle=Ma qo,zat. 9. Fot aL o-\rehel

Realnr I dm apr rovhg rhr io.( i.enl
Dr. 2019.0t01 i0 l/.482 2019-02-01

Date
ryyYY-MM-DDl

Document l!o. EC DEC_IMM 2000 Total lgE L2KIE Ver. 02 Pagc' '1 of 1
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EU Declaration of Conformity

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative :

ID
01 97

We hereby declare that the products descrribed below conform to all applicable requirements
of Council Directive 9817glEC for in vitro diaqnos;tic medical devices.

Product Name:

Cataloguer Number (REF):

Siemens Material Number (SMN):

Classification:

Conformily Assessment Route :

Notified Body:

Document ldentifier:

Version:

Signatu re:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwyrredd, LL55 4EL, Ul(

Siemens Healthcare Diagnostics Froducts Ltd.
Glyn Rhonwy
Llanberis, Gwyredd, LL55 4EL, Ul(

Siemens Healthcare Diagnostics l!'lanufacturing Ltd
Chapel Lane
Swords, Co. Dubiln, lreland

IMMULITE@ 2OOO PSA

L2KPS2, L2KPS6

10380986,10380996

ANNEX ll, List Ei

ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
ldentification No. 01 97

EC DEC-IMMUI-ITE@ 2OOO PSA

UJ

This declatation of conformity is lssued under the sole res:ponsibility of Siemens Heerlthcare Diagnostics Proaruct:; Ltd
This de<:laration supersedes any declaration issued previ<tusly for the same product.

Robak
Malgorzatia

D gilrliy 5rgned by Rc.ak M:l!d?ala
DN:,ie'ir N!nrber=Z0020NKl'
qive rNade=MalgorrJrr rn=Rdak, o=SLenPhr,

Fe.s6: I am approv(r! lh6 doc!menr
Dnre 20t9.o9 25 09:58 2l +o1 m

i1019-09-25

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

Date
IYYYY.MT'/T-DDl

Document No. EC DEC IMMULITE@ 2000 PSA Ver. 03 Page 1 of 1



EU Decfaration of Conformity

Legal Manufacturer:

Place of Manufacture:

EU Auth orized Representative:

we hereby declare that the product described below conforms to all applicable requirementsof councir Directive ggrTgrEc for in vitro diagnosrtic m"oi,,aiJeuicJ..

:

-:

.= = -

Product Name:

Cata logue Number (REF):

Siemens Material Number (SMN): 10380984

Classification:

Conformity,Assessment Route :

Notified Bodlyr

Document ldentifier:

Version:

Signature:

Siemens Healthc;are Diagnostics products l_td.
Glyn Rhonwy
Llanberis, Gwynerdd, LL55 4EL, UK

Siemens Healthcare Diagnostics products [.td.
bryn Knonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthc,are Diagnostics Manufacturing Ltd
Chapel Lane
Swords, Co. Dublin, lrelano

IIMMULITE@ 20Orl Free pSA

L2KPF2

ANNEX ll, List B

ANNEX IV

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

EC DEC_IMMULtTlE@ 2OOO Free pSA

UJ

This declaratictn of conformityis issued under the sole respottsibitity of siemens Heatthcare Diagnostics pn>ducts Ltc.This declar'atictn supersedes any decraration issued previous/y for the same product.

q,rr,!F-.,, i{d v!b. ?,i

Roba k M a I g orzata il#ij:i:ri illi :r;i

:.:

..::

2019-09-2il
Malgorzata Robak
Re g ulatory Affairs lSupervisor
Siemens Healthcar,a Diagnostics products L.td.
Llanberis, Gwynedrl, LLiS 4EL, UK

Date

IYYYY-MM-DDI

Document No. EC DEC_IMMULITE@ 2OO0 F:ree pSA Ver. 03 Page 1 cf 1
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EU Declaration of Conformity

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

we hereby declare that the products desr:ribed below conform to all applicable requirernents
of councir Directive ggrTgrEci for in vitro diagnorstic medicai devices.

:=-

: -..-_.-_

Siemens Healthcare Diagnostics products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UIK

Siemens Healthcare Diagnostics products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, Ul(

Sieme ns Hea lthcare Diag nostics [\i,lan ufa ctu ri n g Ltd
Chapel Lane
Swords, Co. Dulclin, lreland

IMMULITE 2000 Totat T3

L2KT32

Product l.lame:

Catalogue Number (REF):

L2KT36

Siemens Material Number (SMN): 10381654

Classification:

Conformity Assessment Route: ANNEX lll

Document ldentifier:

Version:

ruJotbS/

General IVD

EC DEC_lMM 20110 Totat T3 L2KT3

02

Regu latory Affair:s Supervisor
Siemens Healthcare Diagnostics products Ltd.
Llanberis, Gwynedd LLSS 4EL, UK

This decl'aratictn of conformity rs issued under the sole responsibility of siemens Heailhcare Diagnostics Frroducls ,!_td.This decl,zratictn supersedes any decraration issued previousty for the same product.
0(ilal y tqnd bt nobnk M:tqorzeta

Ro ba k Ma I g,c r231a ilixi#;?i:ll'\"0u .=,'"*",
Rfuer. I anr app(rUnq thr5dd!mefl

Malgozata Robalk

DrrP,l0l902t7)2t8all 2019-02-17
S ignature:

Date

IrYYY-MM-DDI

Document No. EC DEC_IMM 2000 Total T3 L2KT3 Ver. 0.2 Pagr: 1 of I
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EU Declaration of Conformity

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

This declaretticn of oonformityis issued under the so/e responsib itity of Siemens Heatthcare Diagnostics proctucts Ltcj.
1-his deciarertitn sa,persedes any declarattion issued previously for the same product.

rkrlarrt signd by Robk M.rqorz.la

Ro ba k M a I g o rz ata ;ril*.:;lll li,"*'ln:i;:;'; T' *'"
l)are 20r S 02 0r l4 l4 t9 Z

Malgorzata Robak

We hereby declare that the products described below conform to all applicable requrrementr;
of council Directive g\rTgrEc for in vitro diagnor;tic medicai devices.

Product l,llarne:

Catalogue, Number (REF):

Siemens Material Number (SMN):

Classification:

Conformit'1 Assessment Route :

Document ldentifier:

Version:

Signature:

Siemens Healtircare Diagnostics products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics F,roducts Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, Ul(

Siemens Healthcare Diagnostics Nilanufacturing Ltd
Chapel Lane
Swords, Co. Dulclin, lrelano

IMMULITE 2000 Totat T4

L2KT42

L2Kr46

1 0381 685

1 0381 664

General IVD

ANNEX III

EC DEC_IMM 2000 Total T4 L2Kr4

02

2019-02-0,4

Re gulatory Affairs Supervisor
Siemens Healthcare Diagnostics products Ltd.
Llanberis, Gwynedd LLSS 4EL, UK

Date

IYYYY-MM.DDl

Dtocument No, EC DEC_IMM 2000 Total f 4 L2KT4 Ver. 02
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EU Declaration of Conformity

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

This declaration of conformity r,s rssued under the so/e re:ponslb itity of Siemens Heerfthcare Diagnostics procluctt; Ltd
This declaration supersedes any declaration issued previttusly for the same product.

Robak
Malgorzata

201 9.03-05

K
0088

We hereby declare that the product described below conforms to all applicable requirenrentsr
of Council Directive 1SnglEC for in vitro diagnc,stic meclical devices.

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

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

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

IMMULITE 200C Toxoplasma Quarntitative lgG

L2KTXP2

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN): 10381323

Classification:

Conformity Assessment Route:

Notified Elody:

Document ldentifier:

Version:

Signature:

ANNEX ll, List u

ANNEX IV

Lloyd's Register Quality Assurance Ltd.

1 Trinity Park, Bickenhill Lane

Solihull, 837 7ES, UK
ldentification No. @88

EC DEC_IMM 2000 Toxoplasma Quantitative tgG L2KTXp

02

Uq{. y!q.ed b/Robik Malgo,,Jta
DN: 5r r.lNlorh.-Zm20N(F
g'venN.,R :Malgor2.la in=lobi I o=sretr\ent
(i.-R,:bl trlgorzita
R..ror: I am Jpprcvn! thu do.urrril
ture 201903.05 0:27:9? Z

Malgorzata Robak
Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwyrredd, LL55 4El- UK

Date
IYYYY.MMI-DDI

Document No. EC DEC_IMM 2000 Toxoplasma euantitative lgG L2KTXp Ver. 02 Page 1 of 1
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EU Declaration of Conformity

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

This declizration of c'onformity rs rbsued under the so/e responsrb ility of siemens tleafthcare Diagnostics F,roducts l_td.This declizration supersedes any decraration issued previousry for the same product.

Robak

Malgorzata
2019-03-0'1

K
0088

We hereby declare that the product described below confonns to all applicable requrrenrentr;
of councir Directive ggngEci for in vitro diagnostic medicai devices.

Siemens Healthcare Diagnostics products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LLS5 4EL, UK

Siemens Healthcare Diagnostics products Ltd.
Glyn Rhonwy
Llanberis, Gwyrredd, LL55 4EL, Ul(

Siem ens Healthcare D ag nostics IVla n ufactu ri ng Ltd
Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2000 Toxoplasma lgM 1'p-Captcrre)

L2KTZ2

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN): .103g1298

Classification:

Conformity Assessment Route;

Notified Body:

Document ldentifier:

Version:

Signature:

ANNEX ll, List B

ANNEX IV

Lloyd's Register Quality Assurance Ltd.

1 Trinity Park, Bic;kenhill Lane

Solihull, 837 7ES, UK
ldentification No. 0088

EC DEC_lMM 20{)0 Toxoptasma lgM (p-Capture) L2KTZ

Oiq t lrl rqned by Robk MatgorEr.
DN r.i alNumbeEZm2ONKF,

9rvenN rme=Malgcaata. sn=Fobal. o=5remens
.n=iobak &lgorzlra
Sea5onr I am approv n9 rh6 doc!menr
Date: 2,119.01.01 09{:lJ z

Malgorzata Robal<
Regulatory Affair:s Supervisor
Siemens Healthcare Diagnostics products Ltd
Llanberis, Gwynedd, LLSS 4EL, UK

Document No. EC DEC_IMM 2000 Toxoplasma lgM (p_Capture) L2KLZ yer. e2

Date
IYYYY-MM-DDl

Pagr: 1 of 1
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EU Declaration of Conformity

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative :

We hereby declare that the products described below conform to all applicable requlrenrent:;
of Council Directive 98/79/EC for in vitro diagnostic medical devices.

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN): 103g1665

Classification:

Conforrnity Assessment Route: ANNEX lll

Documenl ldentifier:

Version:

Signature:

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

Siemens Healtfrcare Diag nostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

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

IMMULITE 2000 Thlrd Generation TSH

L2KTS2

L2KTS6

10381667

General IVD

EC DEC_IMM 2000 Thlrd Generation TSH L2KTS

o2

D 9 tal y ligned by Fobak Nla 9 )rBra
ON, tenalNumber=ZN20N(F
9 venNameMnl9or?ala, sf=F. bik, o=5rem€nr,
c.=Robak &lgorat!
Rei on: i am appfovr.g thu dor:uTenl
liat? 2019021/2lilllZ

This dec'laration of conformity rs issued under the soie responslb ility of Siemens Healthcare Diagnostics products L1d.
This dec'lar'ation supersedes any declaration issued previctusly for the same product.

Robak
Malgorzat,l

Malgozata Robirk
Re g u latory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

2019-02-17

Date

IYrYY-MM-DDl

Document l\o. EC DEC IMM 2000 Thlrd Generation TSH L2KTS Ver. 02 Page 1 of 1



SIEMENS
Ko nfo rm itdtse rkl dru n g Decl arati on of Conformity

Siemens Healthc;are Diag nostir;s
Prorducts GmllH

Produktname

Produkt-Nr, I Product No. REH:
r L2KPM

PackungsgriiBe(n) / Package Size(s) (REF):

L2KPM 

----r
fVD-Kategorie I IVD Cateqorv:l-.T -- 

-

:!g!srue _ lq@ _____J
Herstelfer i Manufacturer:

| __ Siemens Healthc=re Diagnostics Products GmbH I

Emil-von-Behring-Str. 76
35041 Marburg

201 1 -04-0s

LP-00101_VL_DoC - Gultig ab: 2011-01-25 Seite / Paga 1 vott I ol 1



sffi ffiffiffi ffim$s
Konform itfr tse rkld ru n g Dec I a r,ati on of Co nfo rm ity

Siemens Healthcare Diagnostics
lrroducts Gmbl{

Wir erklAren hiermit, dass die unten angegebenenln-vitro-
Diagnostika-Produkte mil den Grundlegenden
Anforderungen der Richtlinie 9B/79/EG des Euroodisr:hen
Parlamenls und des Rales tiber In-vitro-Diagnosiika
rlbereinstimmen und die Anforderungen gemdR Annex lll
erfullt werden.

We hereby declarc that the in vitro dtiagnostiCilevices
described below c;onforms to all appl,tcablra Essential'
Reguirements of Directive 98n9/EC on in vitro Diagnostic:
Medical Drevices itnd accardance was shcrwn b.y cinformity
assessmcrnf procedures of Annex lll.

Produktname (deutsch): Product name
IMMULITI:- 2000 / \MMULITE 2500 proOe:. Wjsh Uo[* '-f

Produkt-Nr. I Product No.

_----f
:----l

H e althc a re Di ag n o sti c s Pracl uct,s G m b 11

Emil-von-Beh ing-St r. 7 ti
35041 Marburg

German

Herstelf er I lWan ufa ctu rer:

Siemens Heallhcare Diagnostics products Gmbt-i
Emil-von-Behring-Str. 76

35041 Marburo

stau gung t Auth o ri zati o n :

Director Quality/Regulatory
./'1 t /' / rt-L1

Unttrrschrift / Siqnature

Dr, Jorg Amborn

Name /Name

2011-04-14

Datum [JJJJ-MM-TT] I Date IYYYY-MM-DDI.

LP-00101_\/L_DoC - G0ttig ab: 2011-01-25 Seite / Page: 1 von I of 1
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EU Declaration of Conformity

Legal Manufacturer:

Place of Manufacture:

This declaration of conformityis lssued under the so/e responsibility of Siemens Healthcare Diagnostict; Inc'
This declaration supersedes any declaration issued previously for the same productl.

Signatu re:

Sherrie Ryan
Sr Manager Regulatory Affiars
Siemens Healthcare Diagnostics Inc.
Newark. DE 19714

We hereby declare that the product desc;ribed below conforms to all applicable requirernents;
of Council Directive 98l79lEC for in vitro diagnostic medical devices.

EC Authrrrized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN): 10385206

Siemens Heallthcare Diagnostics Inc.
62 Flanders-Biartley Road
Flanders, NJ, 07836, USA

CARCLO TECHNICAL PLASTICIS
Grant Road
Tucson, AZ 85705, USA

Hoover Precision Products
1390 Industriial Park Dr ,

Sault Ste. Marie, Ml 49783, U{iA

Siemens Healthcare Diagnostics Manufac;turing Ltd
Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2000 Systems Reacticrn Tubesi

LRXT

General IVD

ANNEX III

DoC_IMMU LITE 2000_RxnTubes

4.0

Classification:

Conformity Assessment Route :

Docunrent ldentifier:

Version:

Date

rYYYY'-Mtrl-DDI

Rya n S h e rri e l[tji]5lii,:ffiii;;;;';'"'n"'n"

Document No DoC_IMMULITE 2OO0_RxnTubes Ver. 4.0 Par;e 1 of '1
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EU Declaration of Conformity

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

This dt>clttration of conformrty is lssued under the so/e responsib ility of Siernens Healthcare Diagnostic,s Pr,tducts Ltd
This declaration superseders any declaration issued previously for the same product.

We hereby declare that the product described below conforms to all applicable requirementsr
of Council Directive 98/79/EC for in vitro diaonostic medical devices.

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route :

Document ldentifier:

Version:

Signaturer:

Siemens Healthcare Diagnostics Product:s Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, LIK

Siemens Healthcare Diag nostics Inc
500 GBC Driver, Mailstop 514, P.O. Box 6101
Newark, DE, 1r9714, USA

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

IMMULITE 2000 Chemiluminescent Subslrate Module

L2SUBM

10385232

General IVD

ANNEX III

EC DEC_IMM i2000 Substrate L2SUBM

07

Dgtrally signd by Fobrl Mdllo,z.la
ON jeilarNunrber=ZlF2CNKl.

Ro b a k M a I g o rz a t a :.:,ltll"^il1',,'i,'l'a' 
sn=Robak'"s emen5

Re?sonr I am npprovu! th{ &rrm.nl
Drk!:20 9.02.1 I 2l:ll:l! Z

2019-02-13

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

Date

ryYYl/-Mtlit-DDI

Document No. EC DEC_IMM 2000 Substrate L2SUBM Ver. 07 F'age 1 of 1
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