
EU Declaration of Conformity

l We hеrеЬу dесlаге that the product described below сопfоrms to all applicable rеquirеmепts' of Council Directive 98/79/ЕС for in чitго diagnostic medical devices,
t__

к
0088

L.egal Mantlfacturer:

place of Мапufасturе:

EU Authorized Representative;

' Product Nаmе:

Catalogue Number (REF):

Siеmепs Materia] Number (SMN):

classification;

Conform ity Assessment Route:

Notified Body;

Document ldentifier:

Version:

Signature:

Siemens Неаlthсаrе Diagnostics Products Ltd.
Glyn tihonwy
[_IапЬеris, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
L|anberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diag nostics Manufacturi пg Ltd
Chapel Lапе
Swords, Со. Dublin, lreland

ll/lMULlTE 2000 Toxoplasma Quantitative lgG

L2KTXP2

1 0381 з23

ANNEX ll, List В

ANNEX lV

Lloyd's Register Quality Assurance Ltd.

1 Тriпitу Раrk, Bickenhill Lane

Solihull, В37 7ES, UK
ldentification No. 0088

ЕО DEC_|MM 2000 Toxoplasma Quantitative lgG L2KTXP

02

гllis dесlаrаtiоп of сопfоrmitу Ь bsued uпс!еr the so/e respoлslb itity of siеmепs ftealthcare Diagnosfics Рrсlс]uсts Ltd.
This declaration sиpersedes апу dесlаrаtiоп issued рrечiо usly for fhe same product.

Robak
Malgorzata

D 9ilally rgned Ьу Bobak Malgolzata
DN] rerialNUmber=z0020NKF,

9 чепNап]е-Маlqозаtз, rl-RоЬik,.=s]еlпеп5,
(n=8obak Mal9o12ata
Rcaýon: l аm app.oving thb do(Ulnenl
Dalei 20190з,05 l0]27]52 z 2Q]9д!Qý_

DateMalgorzata Robak
Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd, LL55 4EL, UК

.'.!r' \.1

irr.**
rlOý$ýu'.-Document No. ЕС DEc_lMM 2000 Toxoplasma Quantitative lgG L2KlXP Vеr. 02





HIJ Швulщrаtiоп of Сопfвгmitу

Legal Мапufасturеr:

place of Мапufасtчrе:

:

EU Authorized Representative:

i:*"

yjl g

--l

Product Name;

Catalogue NчmЬеr (RЕF):

Siemený Material NчmЬеr (SMN):

classification:

Conform ity Assessment Route:

Notified Body:

Document ldentifier:

Version:

Signature:

This dесlаrаtiап of сопfоrmitуls bstled uпсlеrthе so/e rс,sролslь ility оf siеmепs 11ealthcare Diagnosfics products l-td,
This dесlаrаtiол supersedes апу cleclaratiort issued previously fоr fhe same procluc:t,

Robak
Malgorzata

()l9itally 5ign.d Ьу Robak Mak]oIzata
DN: ýeIia NUmber-Z0020NKi:,

9 ivoпtJanre.Ma l9o rzata, s п= ЛоЬаk, o=S iеlпепý,
(п=RоЬаk Malgo2ata
Ilea5on: ] аm appIovina lhi, oocument
Data: 20]9,0з,0] 09|46:зз z

_?Q1_9_:0_J_Q_1

DateMalgorzata Robak
Regulatory Affairs Supervisor

i jж?}tЗil" ffi ?l1тff lý,:rod 
u cts

Dccument No. ЕС DEc_l|\,iM 20ОО Toxoplasma lgM (дl-Сарturе) L2KTZ Vеr, О2

к
00вв

We hегеЬу dесlаrе that the product described trelow сопfrэrms to all app|icahle гcaquit,errients
of Council Dirесtiче 9в/79/Ёс {оr in vitro diagnostic rnedicai tjevices.,:::,r,::1""_"::_ 

l

Siemens Healthcare Diagnortics Ргоtjuсls Ltcl.
Glyn tthonwy
Llanberis, Gv,;ynedd, LL55 z+EL, UK

Siепtепs l"leal thсаrе Diagnclstics Products Ltd.
GIyn Rhonwy
LIапlэеris, Gwynedd, Lt_55 4Et_, LJK

Siemens }lealthcai^e Diagnostics lйапufасхuri п g Ltd
Chapel Lane
Swords, Со. Dublin, lгeland

lMMULiTE 2000 Toxoplasma lgM (p-Captrrre)

L2Kl,Z2

1 0зв1 29в

ANNEX ll, List В

дNNЁх lV

[.loyd's Rеgistеr Quality Аssurапсе Ltd.

1 Trinity Park, Bickenhill Lane

Solihull, ВЗ7 7ES UK
ldentification No 008В

ЕС DEC_IMM 2000'tохорlаsmа IgM (р-Оарturе) L2KTZ

02

r}OýElDOilGRUh

Ltd.



EU Dесlаrаtiоп of Conformity

We hеrеЬУ dесlаrе that the products described below сопfоrm to all applicable rеquiгеmепts
of Council Diгесtiче 9В/79lЕС fоr in чitrо diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture;

EU Authorjzed Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

classification:

Gonformity Assessment Route:

Document ldentifier:

Version;

Siemens Неаlthсаге Diagnostics Products Ltd.
Glyn Rhonwy
LlапЬеris, Gwynedd, LL55 4EL, UK

Siemens Неаlthсаге Diagnostics Products Ltd,

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd,

Chapel Lane
Swоrds, Со. Dublin, lгеlапd

lMMULll-E 2000 Total Testosterone

L2KтW2

L2KTWб

103в1190

1 0381 1 91

Gепеrаl lVD

ANNEX lll

Ес DEC_IMM 2000 Total Теstоstегопе L2KTW

о2

T-his declaration of сопfоrmitу ls lsstlec/ uпсlеr the so/e responsib ility of s/e mепs Healthcare Dlagлostics Рrоduсts Ltd

This declaratioл sclpersedes апу сlесlаrаtiол bstrec/prevlously fоr the sаmе product.

Robak l[#Ц:Цifi}i::Ш''","_,"

signature: Malgorzata fЁ:}hjd1{"d#J';::::l"*

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

201 9-02-04

Date
шYYY_MM-DDI

Document No. ЕС DEC_IMM 2000 Total Testosterone L2KTW Vеr. 02



ЕU DесIаrаtiоп of Сопfоrmifi7

Legal Manufacturer:

Place of Malrufacture:

EU Дuthorized Repгesentative:

This declaration of сопfоrmitу ls issued uпdеr the so/e rеsролslь ility of siеmепs i-lealthcare Dаgлоsliсs Рrосluсts Ltd.
T'llis dесlаrаtiоп supersedes апу dесtаrаtiол issued рrечiо usly fоr the sаmе product.

Signature:

Digitallyýi9Ded Ь} HobakMa gоrrilа

R o Ь а l< М а l g о rz a t a ;x}*rfi +j5,.,T;i"":i.:ill'ii};,T" """'"

We hеrеЬу dесlаге that the products dеsсriЬесj below сопfопп to all applicable rеquirеmепts
of Council Diгective 98/79/Ес fоr in чitrо diagnostio medicai devices,

Product Name:

Catalogue Number (REF):

Siemens Material Nurnber (SMN): ,lO381685

classification:

Conform ity Assessment Route:

Document |dentifier:

Vеrsiоп:

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

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

Siemens Healthcare Diagnostics Manufacturing Ltd,
Chapel Lane
Swоrds, Со. Dublin, lrеlапd

lMMULlTE 2000 Total Т4

L2KT42

L2KT46

1 03в 1 664

Gепеrаl lVD

ANNEX lll

ЕС DEC_IMM 2000 Total т4 L2KT4

л,

Regulatory Affairs Supervisor
Sjemens Healthcare Diagnostics Products Ltd,
Llanberis, Gwynedd LL55 4EL, UK

2019-02-04

Date
IYYYY-MM-DDI

Document No. ЕС DEc_lMM 2000 TotalT4 L2KT4 Vеr. 02



EU Declaration of Сопformitу

We hereby declare that the products described below conform to all applicable requirementS 
' , 

,

of Council Directive 9В/79lЕС fоr in чitrо diagnostic medical devices,

Legal Мапчfасtчrеr:

Place of Manufacture;

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

L2KT36

Siemens Material NчmЬеr (SMN): ,l03B1654

Siemens Healthcare Diagnostics Products Ltd.
GIyn Rhonwy
LlапЬеris, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Рrоduсts Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Неаlthсаrе Diagnostics Manufacturing Ltd,

Chapel Lane
Swords, Со. Dublin, lreland

lMMUL|TE 2000 Total Т3

L2KT32

classification:

Conformity Assessment Route :

Document ldentifier:

Vеrsiоп:

Signature:

1 038,1 657

Gепеrаl lVD

ANNEX lll

Ес DEC_IMM 2000 Total тЗ L2KT3

02

This сlеоlаrаtiоп of сопfоrmitу ls lssued ttпdеr the so/e responslb ility of siеmепs Healthcare Diagnosflcs prodttcts Ltd,

This declaratioл sclpersedes апу dесlаrаtiол issиed previottsly fоr the sаmе product,

Bli]:1]lifl xg",i=);Hitr1:,*"

Reasonj l aln аррючlп9 th]s docunrent
Datel 20]9,02.17 22:18|4з z

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

2019-02-17

Date
шYYY-MM-DDI

Document No, ЕС DEC_|MM 2000 Total ТЗ L2KT3 Vеr, 02

G



ЕU Declaration of Сопfоrmitу

к
We hегеЬу dесlаrе that the ргоduсts described beIow сопfоrm to all applioable rеquiгеtтепts

of Council Dirесtiче 98/79/Ес fоr in vitro diagnostic medical devices.

ff"-.:-

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name;

Catalogue Number (RЕF);

Siemens Material NчmЬеr (SMN): 1О38О873

classification:

Conformity Assessment Route:

Document ldentifier:

Vеrsiоп:

Signature:

Siemens HeaIthcare Diagnostics Products Ltd.
Glyn Rhonwy
LlапЬегis, Gwynedd, LL55 4Et_ UK

Siemens Healthcare Diagnostics Products Ltd,
Glyn Rhonwy
LlапЬегis, Gwynedd, LL55 4Et_ tJK

S iemens Неа lthca rе Diag nostics l\4an rrfac;tu riпg l,_td.
Chapel Lane
Sv,lords, Со, Dubljn, lrеlапd

lП/fulULlTE 2000 Total lgE

L2KlE2

L2KlEб

1 03вOв72

Gепеrаl lVD

ANNEX lll

ЕС DEC_IMM 2000 Total lgE L2K!E

02

Tllis dесlаrаtiоп of сопfоrmitу Ь isstlcd uпсJеr the so/e rеsропsiь itity of siеmепs 1-1ealthcare Dlagлostics products Ltd.
This dесlаrаtiол supersedes апу dесlаrаtiоп issuec! previousty fоr the sаmе prodttct.

Robak
Malgorzata

Digiially зigned Ьу ЯоЬаk Mal9olzala
DN| ýelialNUmbel-Z002oNKг,

9ivenName=Ma]qo,zala, s|=Robak, о=5]епrелý,
cn=RobakMal9oзata
Reason] l аm app.ov пg thiý documenr
Dalei 20]9,02,0] l0]]7:48 z

Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

ы

201 9-02-01

Date
]YYYY.MMjDDI

Document No. ЕС DEc*lMM 2000 Total lgE L2K!E Vеr. 02



EU Declaration of Conformity

к
01 97

We hеrеЬу dесlаrе that the products described below сопfоrm to all.applicable геquirеmепts

of Council Directive 9в/79lЕс fог iп чitго diagnostic medical devices,

Legal Мапчfасtчrеr:

Place of Manufacture:

EU Authorized Representative:

Product Nаmе:

Catalogue NчmЬеr (REF):

Siemens Mater]al Number (SMN):

classification:

Conformity Assessment Route:

Notified Body:

Dосчmепt ldentifier:

Version:

Signaturel

Siemens Healthcare Diagnostics Products Ltd.

Glуп Rhonwy
LIanberis, Gwynedd, LL55 4EL, UK

Siemens Неаlthсаrе Diagnostics Products Ltd,
Glyn Rhonwy
LlапЬегis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd,

Chapel Lane
Swords, Со, Dublin, lгеlапd

lMMULlTE@ 2000 PSA

L2KPS2, L2KPSб

1 03в09в6, 1 0з80996

ANNEX ll, List В

ANNEX lV

TUV Rheinland LGA Ргоdчсts GmbH
Тillуstгаssе 2
90431 NurеmЬеrg, Gеrmапу
ldentification No. 01 97

Ес DEc_lMMULITE@ 2000 PSA

03

This dесlаrаtiоп of сопfоrmitу Ь issиed uпdеr the so/c rеsролsiь itity of siеmепs l"]e atthcare Dlagлostics Рrоduсts Ltd,

This dectaration sclpersedes апу сlесlаrаtiоп isstted previottsly for the same product,

Robak
MaIgorzata

Di9iially !]9пеd Ьу Robak Маl9о2аtз
DNI ser]alN!lnber=z0020NKE,

9] ven Name*Ma LgolZata, sn -Ro Ьа k, o.5iem с п !,

cn=RobakMal9onala
Rearon: l аiп applovinq thl5 docUment

Dale:20l 9,09.25 09:58:2з +0] 00'

2019-09-25

Malgorzata Robak
Regulatory Affairs Su pervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd, LL55 4EL, UK

Date
[YYYY-MM_DDI

dOýвiDOъgьglDocument No. ЕС DEC_IMMULITE@ 2000 РSд Vег. 03



ЕU Dесlаrаtiоп of Gопfоrгпitу

Legal Мапчfасtчrеr:

Place of Manufacttrre:

ЁU Authorized Representativel

This dесlаrаtiоп of сопfоrmitу Ь issclc,d uпdеr the so/e rеsролsiь ility of siemetls Неаlthсаrе Dlagлosl,lbs products Ltcl,
This declaraticlл supersedes апу dесlаrаtiоп isstted previously for the sаmе proc!uct,

We hеrеЬу dесlаrе that the products desoribed below conform to all applicable геquirеmепts
of Counoil Directive 9В/79lЕС fоr in чitrо diagnostic гпеdiсаl devices.

Product Name:

Gatalogue NчmЬеr (REF)l

Siemens Material Number (SMN):

classification:

Сопfоrm ity Assessment Routel

Document ldentifier:

Vеrsiоп:

Signature:

Siemens Healthoare Diagnostics ProdLrcts Ltd,
GIуп Rhonwy
Llanberis, Gwynedd, LL55 4ЁL, UK

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

S iеmепs l--lealthcare Diag nostics Manufactu гiпg ["td
Chapel Lane
Swоrds, Со. Dublin, Irеlапd

lMMULiTE 2000 Ргоlасtiп

L2KPR2

L2KPRб

1 0381 200

,10зв1199

Gепеrаl lVD

ANNEX lll

Ес DEC__lMM 2000 Prolactin L2KPR

02

Robak
Malgorzata

DigitaIly signed оу Robak Ma19orzata
DNl serialNUml)er=Zn020NKF,
9ivenNalne Mal9olzata, sп=Robak,
о=Siепlепs, сп=RоЬаk Mal9orzata
Reasoni l am аррючiпg thb document
Date: 2019.02,] 7 2зi41 i42 z ?-019-02-17

т;ББЕmББп-
Reg u latory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

Date
шYYY-MM_DD]

Document No. ЕС DEc_lMM 200О Рrоlасtiп L2KPR Vеr. О2



EU DecIaration of Conformity

We hеrеЬу declare that the ргоduсts described below сопfоrm to all applicable requirements
of Council Directive 9В/79lЕС fог in чitrо diagnostic medical devices,

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (RЕF):

Siemens Material Number (SMN): 10381 181

Glassification:

Conformity Assessment Route:

Document ldentifier:

Vевiоп:

Signature:

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

Siemens Неаlthсаrе Diagnostics Рrоduсts Ltd,
Glyn Rhonwy
LlапЬегis, Gwynedd, LL55 4EL, UK

Siemens Неаlthсаге Diagnostics Manufactuгing Ltd.

Chapel Lane
Swords, Со, Dublin, lrеlапd

lMMU LITE 2000 Ргоgеstеrопе

L2KPW2

L2KPWб

1 0з81 1 70

Gепеrаl lVD

ANNEX lll

ЕС DEC_IMM 2000 Ргоgеstеrопе L2KPW

02

т his declaration of сопfоrmitу Ь lssшеd uпdеr the so/e rеsропslь itity of siеmепs Healthcare Dlagnosflcs Рrоduсts Ltd,

This declaration supersedes апу dесlаrаtiоп bsued previously fоr the sаmе product.

D q]tэllу ýiqiled byRobakMal9oпэta

R о Ь а k М а l g о rz а t а Н*lЦi;ЧЯiff#jh:ж;1mе-МЫqО2а 

а'

Daie| 20]9,02,04 ]4]]0]55 Z

Йjаоrrаtа Robak

201 9-02_04

Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd,
Llanberis, Gwynedd LL55 4EL, UK

Date
[YYYY-MM-DDI

Document No. ЕС DEC_IMM 2000 Ргоgеstегопе L2KPW Vеr. 02



ЕU Declaration of Сопfоrmitу

Legal Manufacturer:

place of Мапчfасtчrе:

EU Authorized Representative:

This dесlаrаtiап of сопfоrmitу Ь issued uпdеr the so/e responsib ility of siеmепs Healthcare Dlagnoslics products l.td,
This сlесlагаtiол supersedcs апу dесlаrаtiол issued preyl ously fоr the sаmе product,

We hеrеЬу dесlаге that the ргоduсt described below сопfоrms to all applicable requirements
of Council Directive 9в/79lЕс fоr in чitrо diagnostic medicai devices.

Product Name;

Catalogue NчmЬеr (REF):

Siemens Material Number (SMN): 1О38О972

classification:

Conformity Assessment Route: ANNEX lll

Document ldentifier:

Version:

Siemens Healthcare Diagnostics Рrоduсts Ltd.
Glyn Rhonwy
LlапЬегis, Gwynedd, LL55 4EL, UK

Siemens Неаlthсаrе Diagnostics Products Ltd,
Glуп Rhonwy
LlапЬеris, Gwynedd, LL55 4EL, UK

S iemens Healthoare Diag nostics Manufacturing Ltd.
Chape! Lane
Sivords, Со, Dublin, lrеlапd

lMMULlTE 2000 оп/-п/А

L2KoP2

Gепеrаl |VD

Ес DEc_lMM 2000 ом-мА L2KOP

/,l')

ы

Signature:
Robak
Malgorzata

Di9i(alIy 5icned Ьу Roblk Ма oolzJla
0N] selialNOillber=zф2oNKг,

яеJýоп| imаррrочiпqihьdоФm€пt
D.le:20I902.0] )305]55z 20,19-02-01

Malgozata Robak
Regulatory Affairs Su pervisor
Siemens Healthcare Diagnostics Products Ltd,
Llanberis, Gwynedd LL55 4EL, UK

Date
IYYYY.MM-DDl

*oýъlDOъO*ч
Document No. ЕС DEc_lMM 2ооо ом-мА L2KOP Vег. 02



EU Declaration of Conformity

We hеrеЬу dесlаrе that the products described below сопfоrm to all applicable rеquirеmепts

of Council Directive 9в/79lЕс fоr in vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Nаmе:

Gatalogue NчmЬеr (REF):

Siemens Material Number (SMN): ,1 038121 1

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

Siemens Неаlthсаге Diagnostics Products Ltd,

Glyn Rhonwy
LlапЬегis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufactuгing Ltd,

Chapel Lane
Swords, Со, Dublin, lreland

lMMULITE 2000 LH

L2KLH2

L2KLHб

classification:

Conformity Assessment Route: ANNEX lll

10з81212

Gепеrаl lVD

Ес DEC_IMM 2000 L1-1 L2KLH

о2

20,19_02-0,1

Document ldentifier:

Version:

Signature:

This declaration of сопfоrmitу Ь issиed uпdеr tha so/e responsib ility of siеmепs Healthcare Dlagnostics products Ltd.

This declaration supersedes апу dес!аrаtiол lssued рrеч iously fоr the same product,

Bli]:l]li\,fi 
,,.T}::ifi,1: *" 

"

Ro Ь а k М а l g о rzа td l""j,iН;T: "",",,, 
s,-поьi\, о, 5 сrF ь,

lteaýon: ] аm approv]n9 ihis docUm.nt
Datel 20]9,02,01 ]0:]2:з8 Z

Malgorzata Robak
Regulatory Affairs Supervisor
SiЙепs Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

Date
IYYYY-MM-DDI

Document No. ЕС DЕс_lI\ЛМ 2000 LH L2KLll Vег. 02

к



EU Declaration of GопfоrmifiJ

к
We hегеЬу dесlаrе that the product dеsсгiЬеd below conforms to all applicable reqtlirements

of Council Diгective 98/79/ЕС fоr iп чitrо diagnostic medicai devices,

Legal Mantrfacturer:

PIace of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (RЕF):

Sienrens Material NчmЬеr (SMN): 1О381333

S iemens |-1ealthcare Diag nostics Products Ltd,
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

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

Siemens Healthcare Diagnostics Manufacturing t_td.
Chapel Lane
Swords, Со. DuЬliп, lrеlапd

lMMULlTE 2000 Herpes l & ll lgG

L2KHVGб

Gепегаl lVD

ANNEX lll

ЕС DEC_lMM 2000 Негреs l & ll lgG L2KtlVG

п,)

classification:

Conformity Аssеssmепt Route:

Document ldentifier:

Version:

Signature:

'гhis cieclaration of сопfоrmitу Ь issued uпdеr the so/e rеsропsiь itity of siemetls Healthcare Dlagnosfics proclttcts Ltd.'Гhis dесlаrаtiоп srpersedes апу сlесlаrаtiоп issuecl previously for the same pro6ttct,
Diqitally j]9ncd Ьу ЛоЬаk Mal9o.zala

R О Ь а k М а l g о rza t u lliflifiil1."Jfl il}[** о, ",,, **
Леа5оп: l amapp.ovin9 lhb do(!.1eot
oale:20l9,02 01 10:2]:]о z

Маlgогzаtа Robak
2019-02-01

Regulatory Affairs Su pervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

Date
[YYYY.MM-DD]

Document No, ЕС DEC_IMM 2000 Неrреs l & ll lgG L2K["iVG Vеr, О2



EU Declaration of Conformity

к
01 97

We hеrеЬу dесlаrе that the product dеsсriЬеd below сопfоrms to all applicable requirements
of Council Diгective 9В/79/ЕС fоr iп vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF);

Siemens Material NчmЬеr (SMN):

classification:

Conformity Assessment Route:

Notified Body:

Document ldentifier:

Vеrsiоп;

Signature:

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

Siemens Неаlthсаге Diagnostics Products Ltd,
Glyn Rhonwy
LlапЬегis, Gwynedd, LL55 4EL, UK

Siemens Неаlthсаге Diagnostics Manufacturing Ltd.
Chapel Lane
Swords, Со. Dublin, lгеlапd

lMMULlTE@ 2000 HBsAg

L2KHB2

,10381306

ANNEX ll, List А

ANNEX lV

TUV Rheinland LGA Products GmЬН
Tillystrasse 2

9043] NurеmЬеrg, Gеrmапу
ldentification No. 0197

ЕС DEC_lMMULlTE@ 2000 HBsAg

UJ

This declaration of сопfоrmitу Ь lssued uпdеr the so/e respoлsib ility of siеmепs Неаlthсаrе Diаgлоstiсs products Ltd.

ThiS ctectaration sttpersedes апу declaration lssued previottsly for fhe salne product,

2019-09-26
Robak
Malgorzata

Di9italiy signcd Ьу Robik Mal9ol2ata
DNi 9е' alNUnrbel=Z0020NKE,
givenName= Malgo r..ta, 5п=ВоЬа k, о- s]enrcn 5,

llcaýoni l anr applovin9 thls do.Unlent
DJte:20I 9,Q9.26 22|54:24 r01 00

Malgozata Robak
Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd, LL55 4EL, UK

Date
IYYYY-MM-DDI

Dclcument No, ЕС DEC_lMMULITE@ 2000 HBsAg Vеr. 03



EU Declaration of Сопfоrmitу

Legal Мапчfасtчrеr:

Place of Manufacture:

EU Authorized Representative:

This cleclaration of сопfоrmitу Ь issued uпdеr the so/e rеsролsiь ility of siеmепs Healthcare Dlagnostics products Ltd.
This dесlаrаtiол supersedes апу dесlаrаtiоп issuecl previously fоr the sаmе product,

Robak
Malgorzata
Malgorzata Robak

,We hеrеЬу dесlаrе that the products dеsсriЬес] below сопfrэrm to aIl applicable requirements
of Соuпсil Directive 9в/79/ЕС fоr in vitro diagnostic metlicai devices.

2019-02_01

Product Name:

Catalogue NчmЬеr (REF):

Sientens Material Number (SMN): 10381336

Glassificationl

Conformity Assessment Route:

Document ldentifier:

Version:

Signature:

S iеmепs Healthca ге Diag nostics Proclucts Ltd.
Glуп Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

S iemens l-]ea lthca rе Dia9 nostics Products Ltd,
Glyn Rhonwy
LlапЬеris, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufactuгing Ltd.
Chapel Lane
Swоrds, Со. Dublin, lr"eland

lMlviULlTE 2000 Н. руlоri lgG

L2K1-1PG2

L2K1-1PGб

1 03в 1 335

Gепеrаl lVD

ANNEX lll

ЕС DEC_IMM 2000 Н. pylori lgG L2Kl-{PG

02

Di9ila lу signcd Ьу 8obak Malgo.zala
oN: scIialNUmb€l=z0o20NKF,

9 venName.MaIqorzata, ýn=Robak, o=sieinons,
.п., Roba k Ма l9olzala
Rеiýоп: l аm appioviпg lhis do.!nrent
Dale: 20]9,02.0l ]0|l8:47 z

Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

Date
IYYYY-MM-DDI

Docurnent No, Ес DEC_IMM 2000 1-1 руIоri lgG L2KI-]PG Vеr. 02

:

J;;--*,;



;, 1,;l il, ;r;j; ,,Н lll"J i' i ,,'i

EU Declaration of Conformity

к

We hеrеЬу declare that the product described below conforms to all applicable rеquirеmепts
of Council Directive 98/79lЕС fоr in vitro diagnostic medical devices.

Legal Manufacturer:

place of Мапчfасtчrе:

EU Authorized Representative ;

Product Name:

Catalogue Number (REF):

Siemens Material NчmЬеr (SMN): 10380988

Siemens Healthcare Diagnostics Products Ltd.
Glуп Rhonwy
LlапЬегis, Gwynedd, LL55 4EL, UK

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

Siemens Неаlthсаrе Diagnostics Manufacturing Ltd.

Chapel Lane
Swords, Со. Dublin, lrеlапd

lMMULlTE 2000 Gl-t\лА

L2KGl2

classificatjon:

Conformity Assessment Route:

Document ldentifier:

Version:

Signature:

Gепеrаl lVD

ANNEX lll

Ес DEc_lMM 2000 GI-MA L2KG|

02

2019-01-31

1'his cl., сlаrаtiоп of сопfоrmitу ls issued uпdеr the so/e re sролslь ility of sieme пs Healthcare Diagnosflcs prodttcts Ltd.

This dесlаrаtiол supersedcs апу dесlаrаtiол bsued prevlously fоr the sаmе product.

о]9 lally 9i9n.d byiobik Mal!olzi[r

Ro Ьа k М а l g о rzata ;{tilЖ.hffiil[:i:.;fl{iЖ"Ц-*
oale 20]90] ]] l540:57z

Malgorzata Robak
Regulatory Affairs Su pervisor
Siemens Healthcare Diagnostics Products Ltd,
Llanberis, Gwynedd LL55 4EL, UK

Date
шYYY-MM_DDI

Document No. ЕС DEC_|MM 2000 Gl-Мд L2KG| Vеr. 02



EU Declaration of Сопfоrmitу

We hеrеЬу dесlаге that the products described below сопfоrm to all applicable rеquiгеmепts
of Соuпсil Directive 9в/79/ЕС fоr iп чitrо diagnostic medicai devices.

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material NчmЬеr (SMN): ,l0381201

classification:

Conformity Assessment Route:

Document ldentifier:

Version:

Siemens Неаlthсаrе Diagnostics Products Ltd,
Glуп Rhonwy
L,lапЬеris, Gwynedd, LL55 4Et_, UK

Siemens Healthcare Diagnostics Products Ltd.
GIyn Rhonwy
LlапЬегis, Gwynedd, LL55 4EL, UK

Siemens llealthcare Diagnostics Manufacturing Ltd.
Chapel Lane
Swоrds, Со. Dublin, lreland

lMMUL|TE 2000 FSн

L2KFS2

L2кFSб

103в1180

Gепеrаl lVD

дNNЕх lll

Ес DEc_lMM 2000 FSн L2KFS

02

Thisdeclarationof conformityblssuc,d uпdеrthе so/eresponslbilityof siеmепsнеаlthсаrеDiаgлоstlсs productsLtd,
This dесlаrаtiол supersedes апу dесlаrаtiоп issued previously for the sаmе product.

Signature:
Date 20l90l з0 22 47 42 z 2019-01-з0

Malgozata Robak
Regulatory Affairs Su pervisor
Siemens Healthcare Diagnostics Products
Llanberis, Gwynedd LL55 4EL, UK

Date
шYYY-MM-DDl

Dосчmеrit No. ЕС DEC_IMM 20о0 FSН L2KFS Vеr. 02

Ltd,



EU Declaration of Conformity

We hеrеЬу dесlаrе that the products described below сопfоrm to all applicable rеquirеmепts
of Council Diгесtiче 9В/79/ЕС fоr iп vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

classification:

Conformity Assessment Route;

Document ldentifier:

Version:

Signature:

Siemens Неаlthсаrе Diagnostics Products Ltd.
Glyn Rhonwy
LlапЬеris, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd,

Glyn Rhonwy
LlапЬеris, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd,

Chapel Lane
Swords, Со, Dublin, lrеlапd

lMNЛUL|TE 2000 Frее Т4

L2.KFT42

L2KFT46

1 0381 678

1 0381 677

Gепеrаl lVD

ANNEX lll

ЕС DEC_IMM 2000 Frее Т4 L2KFT4

02

This declaration of сопfоrmitу ls issued uпdеr the so/e responsib iIity of siеmепs Healthcare Dlаgлоsllсs products Ltd,

Т h i s d е с I а rati ол superscdes а пу d е cl а rа ti ол lssшed рrеч i о tt sl у fo r t h е s а m е р rod u ct,

Bý]:1lг,,l,J.;tlilж:i,ll1:,-"

Ro Ьа k Ма l g о rzata :l=1,jflffiil"J:ffj"
Ве.5оп| lam applov п9 lhisdocunrent
DitP,20]9,0l,]0 22:40 27 z

Malgorzata Robak
Regulatory Affairs Su pervisor
Siemens HeaIthcare Diagnostics Products
Llanberis, Gwynedd LL55 4EL, UK

2019-01-30

Date
[YYYY-MM-DDI

l'tЁiцSуз-

Document No. ЁС DEC*IMM 2000 Frее т4 L2KFT4 Vег. 02

Ltd.



EU Dесlаrаtiоп of Conformity

We hегеЬу dесlаrе that the products described below сопfоrm to ali applicable requirements
of Council Dlrective 98/79/ЕС fоr in vitro diagnostic medical devices,

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN): 1О381659

classification;

Conformity Assessment Route:

Document ]dentifier:

Vеrsiоп:

Signature:

Siemens Неаlthсаге Diagnostics Products Ltd,
Glyn Rhonwy
LlапЬеris, Gwynedd, LL55 4EL, UK

Siemens Неаlthсаrе Diagnostics Products Ltd.
Glyn Rhonwy
LlапЬеris, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd
Chapel Lane
Swоrds, Со. Dublin, lrеlапd

lMMULlTE 2000 Antl-TG АЬ

L2KTG2

L2KTGб

1 03в 1 655

Gепеrаl lVD

ANNEX lll

Ес DEC_IMM 2000 Anti-TG АЬ L2KTG

02

This dесlаrаtiоп of cotlformity Ь issued uпdеr the so/e rеsропsiь itity of siеmепs Healthcare Diаgлоstiсs products Ltd.
This declaratioл supersedes апу declaration issued previously fоr the sаmе prodttct,

D qiЫly l]9ncd Ьу ПоЬаk Маlqо2аh

R о Ьа k М а l g о rza ta il**lii "ti:i:#;::t*f "j;,ТП*""'",
Datc:20]9,02,04 14|]5:з67 201 9_02_04

Regulatory Аffаirs Su pervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

Date
]YYYY-MM-DDI

Document No. ЕС DEc_lMM 2000 Anti-TG Аь L2KTG Vеr, 02 Page 1 of 1

к



Е[,! Declaration of Conformity

We hеrеЬу dесlаrе that the рrоdчсts desoribed below сопfогm to all applicable requirements
of Council Directive 9В/79lЕС fоr iп чitrо diagnostic rnedical devices.

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative;

Product Name:

Catalogue Number (RЕF):

Siemens Material NчmЬеr (SMN): ,10381650

Siemens Healthcare Diagnostics Ргоduсts Ltd,
Glyn Rhonwy
Llanberis, Gwynedd, Lt_55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
[.lапЬеris, Gwynedd, t-L5{i 4EL, UK

Siemens l-{ealthca rе Diag nostics tйа п ufactu гiпg Ltd.
Chapel Lane
Swords, Со. Dublin, lrеlапd

lMMULlTE 2000 Апti-ТРо АЬ

L2KTo2

L2KToб

classification:

Conformity Assessment Route:

Document ldentifier:

Version:

Signature:

1 03в1 649

General lVD

дNNЕх lll

Ес DEC_IMM 2000 Anti;IPO АЬ L2К'го

о2

This dесIаrаtiоп of сопfоrmitу Ь issued uпdеr the so/e rеsропsiь ility of siеmепs Неalthcare Dlаgлоstiсs Рrоduсts L,td.

This dесlаrаtiол supersedes апу dесlаrаtiол lsscled previottsly for the same product,

Robak
Malgorzata
Malgorzata Robak
Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd l_L55 4EL, UK

oiqitally rign.d Ьу Robak Malqor2ata
DN: sel]alNUmbcr=z0020NKr,
given Na lne=Mal9o rzata, 5 п=RоЬа k, o-5ic mcn ý,

сd = RobaK Malsolza la
Reaýon]l amaPp.ovin9 ihb docUmcnl
Dalci 2019.02,04 ]4:37:08 z

2019-02-04

rt-;lкч
Document No. ЕС DEC_IMM 2000 Anti-TPO АЬ L2KTO Vеr. 02



EU Declaration of Conformity

к
01 97

We hereby dесlаrе that the product described below conforms to alI applicable requirements
of Council Directive 98/79/ЕС for iп vitro diagnostic medical devices.

Legal Manufacturer;

Р|асе of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Slеmепs Material Number (SMN):

ClasBlfication:

Conformity Assessment Route:

NotifiBd Body:

Document ldentifier:

Version:

Siemens [lea lthca rе Diag nostics Рrоd ucts Ltd.
Glyn Rhonwy
LlапЬегis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Рrоduсts Ltd.
Glyn Rhonwy
LlапЬеris, Gwynedd, LL55 4EL, UK

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

lMMULlTE@ 2000 Anti-HBc

L2K1-1c2

,10зв1311

ANNEX ll, List А

ANNEX lV

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 NчrеmЬеrg, Gеrmапу
ldentification No. 0197

Ес DEC_lMMULlTE@ 2000 Anti-HBc

03

Thisdeclaгatiotlof confoпnitylslssued uпdеrthе so/crospoлsibilityof siеmепsнеаlthсаrе Diagлostics productsLtd,
This dесlаrаtiол sclpersedes апу dесlаrаtiоп lssued рrечiо usly for the sаmе procluct,

Robak
Signature: Malgorzata 2019-09-26

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

oigilal у sigпed Ьу Robak Ма go4aIa
oN: rerialNUmbe.=z0020NKt,
givenName=Mal9orrata, ýп-RоЬаk,
о =siemens, ( п=RоЬа k ма ls olzata
Rcasonj l am applovinq thi5 documenl
DJte:20]9.09,26 22 50:зб +0],00

Document No. ЕС DEC_ll\лMULITE@ 2оо0 Anti-HBc Vеr, О3

Date
IYYYY-MM-DDI

rPOSEIDO]YORII

Page 1 of 1



ЕU Dесlаrаtiоп of Сопfоrrпitу

l we hегеьу dесlаге that the procluct describecl below сопfоrпls to all applicable геquirепtеПts

I ot Council Dirесtiче 9В/79/ЕС fоr in vitrcl diagnostic mt;dic:al devices,
L_ ____

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Рrоduсt Name:

Catalogue Number (RЕF):

Siemens Material NчmЬеr (SMN): 1038131В

Siemens Healthcare Diagnostics Pr<lducts Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, L.L55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd,
Glyn Rhonwy
Llanberis, Gwynedd, l"L55 4Et-, UK

Siemens l-'leaIthcare Diagnostics Мапufасturiпg Ltd.
Chapel Lane
Swords, Со, Dublin, lreland

l MMU 1-ITE@ 2000 Anti-HBs

L2KAH2

classification:

Conformity Азsеssmепt Route:

Notified Body:

Document ldentifier:

Version:

дNNЕХ ll, List А

ANNEX lV

TUV Rheinland LGA Products GmbH
'|-illystrasse 2
90431 NurеmЬеrg, Gеrmапу
ldentification No. 0197

ЕС DEC_lMMULlTE@ 2000 Anti-HBs

0з

This dесlаrаtiоп of сопfоrmitу Ь issued uпdеr the so/e respclnslb itity of siеmепs Healthcare Diagnostlcs products Ltd,

This dесlаrаtiоп srpersedes апу dесlаrаtiоп issued previously for the sаmе product,

Signature:
R о Ь а k М а l g о rza t а Hl*jii;h*;T*iil",:,i;H:l]*-""

Dil.:7оl9оз ?] ] l:49,44 +0l 00

2_Q]_9:Q&?_3____
Date
[YYYY-MM-DD]

Malgorzata Robak
Reg u latory Affairs Supervisor
Siemens Healthcare Diagnostics Рrоduсts
Llanberis, Gwynedd, LL55 4EL, UK

Document No, ЕС DEC_lMMULITE@ 2000 Anti-I-iBs Vег. 03

Ltd.

к
01 97



EU Declaration of Conformity

We hеrеЬУ dеСlаrе that the pгoducts described below сопfоrm to all applicable rеquirеmепts
of Council Directive 9В/79/ЕС fоr iп чitrо diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue NчmЬеr (REF):

Siemens Material Number (SMN); 1O3S1665

Glassification:

Conformlty Assessment Route:

Document ldentlfier:

Version:

Signature:

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 Неаlthсаrе Diagnostics Manufacturing Ltd.
Chapel Lane
Swords, Со. Dublin, lrеlапd

lMMUL|TE 2000 Thlrd Gепеrаtiоп TSH

L2KTS2

L2KTSб

1 0381 667

Gепеrаl lVD

ANNEX ll|

ЕС DЕс_lМI\л 2000 Thlrd Gепеrаtiоп TSH L2KTS

02

Di9itally si9ned Ьу Robak Malgorzata
DN: sel la l Nu mbe r=z0020N кF,
9ivenName=MaIqoIzala, sn=Robak о=5iеmеп5,
сп=RоЬаk ма lgolzata
Rеаsоп: l аm аррlочiпg thb do.ument
Daie:20] 9 02,17 22|] зiз3 z

This dосlаrаtiоп of сопfоrmitу Ь lssued uпdеr the so/e rеsропsiь itity of siеmепs Healthcare Dlagnosflcs Рrоduсts Ltc:.
This dесlаrаtiол sиpersedes апу dесlаrаtiол bsued рrеч iously fоr the sаmе product.

Robak
Malgorzata

Malgorzata Robak
Regulatory Affairs Su pervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

Document No. ЕС DEc_lMM 2000 Th|rd Generation TSH L2KTS Vеr, 02

2019-02-17

Date
шYYY-MM-DDI

Page 1 of 1

к



EU DecIaration of Conformity

к
0,197

We hегеЬу dесlаrе that the products described below conform to all applicable requirements
of Соuпсil Directive 98/79/ЕС fог in чitrо diagnostic medical devices.

Legal Мапчfасtчrеr;

place of Manufacturel

EU Authorized Representativel

Product Name:

Catalogue Number (REF):

Siemens Material NчmЬеr (SMN):

classification:

Conformity Assessment Routel

Notified Body:

Document Identifier:

Version:

Signature:

Siemens Неаlthсаге Diagnostics Ргоduсts Ltd.
Glyn Rhonwy
LlапЬеris, Gwynedd, LL55 4EL UK

Siemens Healthcare Diagnostics Ргоduсts Ltd,
Glyn Rhonwy
LlапЬеris, Gwynedd, LL55 4EL, UK

Siemens Неаlthсаrе Diagnostics Manufactuгing Ltd.
Chapel Lane
Swогds, Со, Dublin, lrеlапd

lMMULlTE@ 2000 АFр

L2KAP2, L2KAPб

1 0381 1 87,1 0зв1 1 84

АNNЁХ |l, List В

ANNEX lV

TUV Rheinland LGд Рrоduсts GmbH
Tillystrasse 2
90431 NurеmЬеrg, Gеrmапу
Identification No. 01 97

Ес DEc_lMMULITE(D 2000 АFр

04

This declaration of сопfоrmitу Ь lssued uпdеr the so/e rеsропslь ility of siеmепs Healthcare Dlagnostics products Ltd,

This dесlаrаtiол supersedes апу declaration lssued previously for the sаmе product.

Robak
MaIgorzata

D qital у s]gned Ьу HobakMnl9o,z.ta
DNl selhlNOпrber-Z0020NKr,
9lveoNa пr с-Ма 19o lzata, 5п= ЛоЬаk, о= 5 iеmеп r,

Rеазоп| 1 anr apploving th]! docUmcnt
oate: 20l9.0z,22 I6|07i59 r01'00' 2Ql9д7-22_ уж

Date
IYYYY-MM-DDI

Malgorzata Robak
Regulatory Affairs Supervisor
Siemený Healthcare Diagnostics Products
Llanberis, Gwynedd, LL55 4EL, UK

:-li;'.-.ЧDocument No. ЕС DEC_IMMULITE@ 2000 АFР Vеr. 04

Ltd.



EU Declaration of Conformity

We hereby dесlаrе that the products described below сопfоrm to all applicable rеquirеmепts
of Council Directive 98/79/Ес fоr in vitro diagnostic medicaI devices.

Legal Мапчfасturеr:

Place of Manufacture;

EU Authorized Representative:

Product Name:

Catalogue Number (RЕF):

Slеmепs Material NчmЬеr (SMN):

classification:

Conformity Assessment Route:

Document ldentifier:

Version:

Signature:

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

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

Siemens Healthcare Diagnostics Мапufасturiпg Ltd,
Chapel Lane
Swords, Со. Dublin, lreland

lMMUL|TE 2000 сЕА

L2KCE2

L2KcEб

1 0380994

1 0380995

Gепеrаl lVD

ANNEX lll

Ес DEc_lMM 2000 сЕА L2KсE

о2

This declaration of сопfоrmitу ls issued uпdеr the so/e rеsролslь itity of siеmепs Healthcare Dlagлostlcs products Ltd,
This declaration sиpersedes апу declaration issued previously for the sаmе рrоduсt,

Di9iclly si9nod Ьу ЛоЬik Mal9o2.ni

R о Ь а k М а l g о r z а t а iЁllЦi Цi:Ц1"1j:'..1-, _,:,тfi 
;fi :]:;,Т"'," 

* "
Яеаýоп| i апr approvin9 th]5 docanrent
Dnte: 20l9,0l 29 I2i]4i5з z

Маlgогzаtа Robak
2019-01-29

Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

Date
шYYY.мм-DDI

р"4Ф
dOýBIDONORU

Document No. ЕС DEC_IMM 2000 СЕА L2KCE Vеr, О2 Page 1 of 1



к
01 97

We hеrеьу dесlаrе that the pгoduct dеsсгiЬеd below сопfоrms to all applicable requirements
of Council Directive 9В/79lЕС f<;r in vitro diagnostic medicaI devices,

EU Declaration of Conformity

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (RЕF):

Siemens Material NчmЬеr (SMN):

classification:

Conformity Assessment Route:

Notified Body:

Document ldentifier:

Version:

Signature:

Siemens Неаlthсаге Diagnostics Ргоduсts Ltd.
Glуп Rhonwy
LIanberis, Gwynedd, t-L55 4EL UK

Siemens 1-1ealthoare Diag nostics Рrоd ucts Ltd.
Glуп Rhonwy
LlапЬеris, Gwynedd, LL55 4EL, UK

Siemens Неа lthca rе Diag nostics Man ufactu riп g Ltd.
Chapel Lane
Swоrds, Со. Dublin, lrеlапd

lMMUL|TE@ 2000 CMV lgG

L2KcVG2

1 0зв 1 309

дNNЕХ ll, List В

ANNEX lV

ТUV Rheinland LGA Рrоduсts GmbH
Tillystгasse 2
9043,1 NurеmЬеrg, Gегmапу
ldentification No. 0'1 97

ЕС DEC_lMMULITE@ 2000 СМV lgG

0з

This dectaration of сопfоrmitу Ь lssиod uпdеr the so/e responslb ility of siеmепs |lеаIthсаrе Dlagnoslics products Ltd,

This dесlаrаtiоп supersedes апу declaration lssued prevlously for fhe same product.

Robak
Di9]tal у 5i9ned Ьу ПоЬаkМll9оеiLl
DN: зе l ia lN U mbel=z0020NKt,

9]venNanre-Mal9o?ita,sn=Пobak o=5ionleils,

Rеаrоп: l anr aPPlovin9 thG docUnrent
Dntc| 20l9,0r.19 l5 02:55 {0]'00'Malgorzata 2019_09-,19

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

Date
IYYYY"MM_DDl

Dосumепt No. ЕС DEC_IMГйULITE@ 2000 CMV lgG Vеr. 03
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EU Declaration of Conformity

к
01 97

We hеrеЬу dесlаrе that the product described below сопfоrms to all applicable rеquirеmепts
of Соuпсil Directive 98/79lЕс for iп vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Gatalogue Number (REF):

Siemens Material NчmЬеr (SMN):

сlаssifiсаtiоп:

Gonformlty Аssеssmепt Route:

Notlflod Body:

Document ldentifier:

Vеrsiоп:

Siemens Неаlthсаrе Diagnostics Products Ltd.
Glyn Rhonwy
LlапЬеris, Gwynedd, LL55 4EL, UK

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

Siemens Неаlthсаrе Diagnostics Manufacturing Ltd.
Chapel Lane
Swords, Со, Dublin, Irеlапd

lMMULlTE@ 2000 CMV lgM

L2KcM2

1 03в1 320

ANNEX ll, List В

дNNЕх lV

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 NurеmЬеrg, Gегmапу
Identification No. 0197

ЕС DEC_IMMULITE@ 2000 CMV lgl\Л

03

Date: 20]9.08.t] ]б|24:0] +0]'о0'

Malgorzata Robak
Regulatory Affairs Su pervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd, LL55 4EL, UK

This declaration of сопfоrmitу Ь bsued uпdеr the so/e responslb ility of siеmепs Healthcare Diagлosfics Рrоduсts Ltd.
This dесlаrаtiол sшpersedes апу dесlаrаtiол lssиed рrечiоuslу for the sаmе product.

Signature:

o]g]tal уý9пеd Ьу BobakMal9olzata

Ro Ь а k М а l g о rza ta ;***ri#l"}:;#$.1ж:]:;T',--.
201g-пs-lз ж
Date
ryYYY-MM-DDI
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EU DecIaration of Conformity

к

We hеrеьу dесIаrе that the products descri[red below сопfоrm to all applicable requirements
of Council Directive 9В/79lЕС fоr in чitго diagnostic medical devices,

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

classification:

Conform ity Assessment Route :

Document ldentifier:

Version:

Signature:

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

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

S iemens Healthcare Diag nostics Manufacturin g Ltd
Chapel Lane
Swords, Со. Dulэliп, lrеlапd

lMMULlTE 2000 Estradiol

L-2KE22

t_2KE26

1 0381 1 7в

103B117,Z

Gепегаl lVD

ANNEX lll

Ес DEC_lMM 2000 Estraclio|L2KE2

о2

t]o Ь а k М а l g о rza ta ::;:fi i:ý:Kyi:li:*,;il,];:i:;T,'^,
oile:20lq0l ]022l0обz

This cieclaratiotl of сопfоrmitу Ь lssued ttnder the so/e rеsролslь ility of siеmепs Неalthcare Dlagлosiics products L,td.

This dесIаrаtiол superscdes апу dесlаrаtiол lssued previottsly for the same prodclcf.

20,1 9_0 1 _30

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

Date

Document No. ЕС DEC_IMM 2000 ЕstrаdiоlL2КЁ2 Vеr, 02



EU DесIаrаtiоп of Conformity

01 97

We hеrеЬу dесlаrе that the ргоduсt dеsсriЬеd below сопfоrms to all applicable rеquirеmепts
of Council Directive 98/79/ЕС fог in чitrо diagnostic medical devices.

Legal Мапчfасtчrеr:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue NчmЬеr (RЕF):

Siеmепs Material Number (SMN): 1О3809S4

classlfication:

Gonformity Assessment Route:

Notified Body;

Document ldentifier:

Version:

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

Siemens Неаlthсаге Diagnostics Ргоduсts Ltd.
Glyn Rhonwy
LIanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane
Swords, Со, Dublin, lrеlапd

llt\4MULITE@ 2000 Frее PSA

L2KPF2

ANNEX ll, List В

ANNEX lV

TUV Rheinland LGA Ргоduсts GmbH
Tillystrasse 2
90431 NurеmЬеrg, Gегmапу
ldentification No. 0197

Ес DEC_IMl\ЛULITE@ 2000 Frее PSA

0з

тhis declaration of сопfоrmitу Ь lssиed uпdеr the so/e rеsролsiь itity of siemens Healthcare Dlagnostlcs products Ltcl.
This dесlаrаtiоп supersedes апу dесlаrаtiол issued рrеч iously fоr the sаmе product.

Signature: R о Ь а k М а l g о rz а t а ;Ё*:l ii:{n}l]jilЦ.,:.j,"*li:]:;:" 
-*

Dil!.2019092] 03lo:43 +0l 00 2019-09-23
Malgorzata Robak
Reg u latory Affairs ýupervisor
Siemens Healthcare Diagnostics Products Ltd,
Llanberis, Gwynedd, LL55 4EL, UK

Date
шYYY-MM-DDI

rPOýEIDONORU

Document No, ЕС DEC_|MMULITE@ 20оо Fгее PSA Vеr. О3 Page 1 of 1



EU DесIаrаtiоп of Conformity

Legal Manufacturer;

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue NчmЬеr (RЕF):

Siemens Materia| Number (SMN): 10ЗВ1675

S iemens Healthcare Diag nostics Рrоduсts l"_td.

Glyn Rhonwy
LIanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Pгoducts Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, Lt-55 4EL, L'K

Siemens Неаlthсаге Diagnostics Manufacturing Ltd.

ChapeI Lane
Swords, Со. Dublin, lrеlапd

lMMUL|TE 2000 Fгее Т3

L2KF32

L2KF36

classification:

Conformity Assessment Route:

Document ldentifier:

Version:

Signature:

1 038,1682

GепеrаI lVD

ANNEX lll

Ес DEC_IMM 2000 Frее'т3 t-2КF3

о2

2019_01-30

This dесIаrаtiоп of сопfоrmitу Ь issued uпdеr the so/e rеsролsiь itity of siеmепs Healthcare Diagnosflcs Рrоduсts Ltd,

l'his cleclaration stlpersedes апу de сlаrаtiол lssшed рrеч iously for fhe same prodttct,

Robak ;ýifil}:Ц:",i#::#r:;.,:"

Malgorzata жi\Ъ;l,"*:{Ш:',а"-

Malgozata Robak
Regulatory Affairs Su pervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

Date
ryYYY-MM-DDI

We hеrеЬу dесlаrе that the pгoducts described below сопfоrm to all applicable rеquiгеmепts
of Соuпсil Diгective 9В/79/ЕС fог in чitго diagnostic rnedical devices.

*iБ,*;.!ifl'

-Чtri",:;l,i,isg"ч

Document No. ЕС DEC_IMM 2000 Frее т3 L2KF3 Vеr. 02
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