EU Declaration of Conformity

0197

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

Legal Manufacturer:
|

PlaT of Manufacture:
|

EU Authorized Representative:

Product Name:

Catalogue Number (REF):
|

Siemens Material Numb}er (SMN):

Classification:

Confbrmity Assessment Route:
|

=

Notified Bod

Document I%entifier:

Version: ‘

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

Glyn Rhonwy

i
Siemens Healthcare Diagnostics Products Ltd!
|
Llanberis, Gwynedd, LL55 4EL, UK |

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

IMMULITE® 2000 AFP
L2KAP2, L2KAP6

10381187,10381184

ANNEX II, List B
ANNEX IV

TUV Rheiniand LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 AFP

04

This d@ec!araf:’qn of conformity is issued under the sole responsibility of Siemens Hea/thcalfe Diagnostics Products Ltd.
This declaration supersedes any declaration issued previously for the same product, !

Signature:

Robak 3 &ﬂf.'ﬁ?’&:ﬁiiiﬁ??ﬁ#&?:‘:‘
H an=lnf Sl
Malgorzata Nt i e i docuri
Dalis: 2019.07.21 16:07:59 +01 07 :2! ’]_9:( ) Z_:Z:Z
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

Siemens Healthcare Diagnostics Products Lt(‘?.
Llanberis, Gwynedd, LL55 4EL, UK \

Document No. EC DEC_IMMULITE® 2000 AFP  Ver. 04 Page 1 of 1




SIEMENS
EU Declaration of Conformity

0197

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

Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

Place of Manufat‘ture: Siemens Healthcare Diagnostics Products Ltd.
‘ Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

EU Authoqized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane
Swords, Co. Dublin, Ireland

Product Name: IMMULITE® 2000 Anti-HBc
Catalogue Number (REF): L2KHC2

Siemens Material Number (SMN): 10381311

Classification: ANNEX II, List A
i

Conformity Assessment Route: ANNEX IV
|

Notified Bady: TUV Rheinland LGA Products GmbH
‘ Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

Document Identifier: EC DEC_IMMULITE® 2000 Anti-HBc

Version: 03

This declaration of conformity i$ issued under the sole responsibility of Siemens Healthcare Diagnostics Products Lid.

This dec!arafﬁon Supersedes an;y declaration issued previously for the same product.

* Digitally signed by Robak Malgorzala
R 0 b A Il( DN: serialNumber=Z0020NKF,
{ oty . givaniame=Malgorzata, sn=Hobak,

o=Slemens, cnefobak Malgorzata

Sjgnature: Malgorzata Reason: | am approving this document 201 9_09_26

Date: 201 9.04,26 27:50:36 40100

Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]
Siemens Healthcare Diagnostics Products Ltd.

Llanberis, Gwynedd, L1.55 4EL, UK

!
Document No. EC DEC_IMMULITE@ 2000 Anti-HBc Ver. 03 Page 1 of 1



Declaration of Conformity
|

0197

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

[
LegLI Manufacturer: Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

EU Authorized Representative: Siemens Healthcare Diagnostics Manufactunn‘g Ltd.
Chapel Lane

Swords, Co. Dublin, Ireland

\
|
Product Name: IMMULITE® 2000 Anti-HBs

|
Caﬁlogue Number (REL:): L2KAH2

Sier‘rens Material Numl#er (SMN): 10381318

Classification: ANNEX (I, List A
Conformity Assessment Route: ANNEX IV
Noti‘ied Bogdy: TUV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nuremberg, Germany
Identification No. 0197

|
DocFment dentifier: EC DEC_IMMULITE® 2000 Anti-HBs

Veréion: 03

This declaration of conformity is issued under the sole responsibility of Siemens HealthtT‘are Diagnostics Products Ltd.

This declaration superseéiies any declaration issued previously for the same product.
|
1 Digitlly sowjo by Hobiak Madgaczata

et
Robak Malgorzata s i
i

Hemars Fam ogtpeoving this docemet

Sithure: B! Diste: 2000081 115854 +T 00 201 9‘08'23

| Malgorzata Robak ‘ Date
Regulatory Affairs Supervisor [YYYY-MM-DD]
Siemens Healthcare Diagnostics Products lrtd
Lianberis, Gwynedd, LL55 4EL, UK

Doc@.lment No. EC DECﬂ\IMMULITE@ 2000 Anti-HBs Ver. 03 Page 1 of 1




\
Declaration of Conformity

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

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

Legal Manﬁlfacturer: |

Place of ngr‘tufacture:

EU Authorized Representative:

Siemens Material Number (SMN):

Classificati

Conformity

|
Document

|
Version:

This|declaration of conformily is issued under the sole responsibility of Siemens Health
tion supersedes any declaration issued previously for the same product.

This\declarg

Signature:

Doc;iument No. EC DEC_IMM 2000 Anti-TG Ab L2KTG Ver. 02

me:

Pn:Iuct Na
Catalogue Number (REF):

on:

Assessment Route:

dentifier:

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

Siemens Healthcare Diagnostics Products Ltd,

Glyn Rhonwy i 1‘
Llanberis, Gwynedd, LL55 4EL, UK |

\
Siemens Healthcare Diagnostics Manufacturin‘g Ltd.
Chapel Lane !
Swords, Co. Dublin, Ireland
IMMULITE 2000 Anti-TG Ab

L2ZKTG2
L2KTG6

10381659

10381655

General IVD

ANNEX 1Nl

EC DEC_IMM 2000 Anti-TG Ab L2KTG

02

Digitally signed by Rotak Makjoreaty

Beaspa: 1am appeoving this dacumen

RO ba k M a I g(p rzata Atk e i, che Rk W ezats

sare Diagnostics Products Ltd.

Date: 2019.00.04 14:35:36 2019-02-04
Malgorzata Robak ‘ Date
Regulatory Affairs Supervisor ‘
Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK
Page 1 of 1




SIEMEN
EU Declaration of Conformity

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

Le%‘al Manlufacturer: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
} Llanberis, Gwynedd, LL55 4EL, UK
|
Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
i Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Lid.
Chapel Lane
Swords, Co. Dublin, Ireland

Product Nlme: IMMULITE 2000 Anti-TPO Ab
Catalogue Number (REF): L2KTO2
L2KTO6

Siemens N{aterial Number (SMN): 10381650

10381649
Classification: General IVD
Conformity Assessment Route: ANNEX 1l
Document [dentifier: EC DEC_IMM 2000 Anti-TPO Ab L2KTO
Ver%ion: 02
|

Thl§ declaration of confO{mlty is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.
Thl.sJ declaration supersedes any declaration issued previously for the same produict,

| l Robak | B
i A cn=Hoba ‘lzala = b e
Signature: Malgorzata il e 2019-02-04
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

Siemens Healthcare Diagnostics Products td.
Llanberis, Gwynedd LL55 4EL, UK

007ument No, EC DECLMM 2000 Anti-TPO Ab L2KTO Ver. 02 Page 1 of 1




SIEME' NS
EU Declaratlon of Conformity

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

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

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy |
Llanberis, Gwynedd, LL55 4EL, UK

EU Authorﬁzed Representative: Siemens Healthcare Dldgnostlcs Manufacturing ﬁ_td.
Chapel Lane
Swords, Co. Dublin, Ireland

Product Name: IMMULITE 2000 OM-MA
Catalogue Number (REF): L2KOP2

|

\

|
Siemens Material|Number (SMN); 10380972

Classification: General IVD

Cionformity‘ Assessment Rou‘ie: ANNEX IlI

Document Idantifﬂ:elr: EC DEC_IMM 2000 OM-MA L2KOP
Version: 02

This declaration of L.onform.'!yl s issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.
This declaration supersedps any declaration issued previously for the same product. T

Robak | g'riuﬂ’ﬁm::}’%hufi;:ﬁ" _
Signature: Malgorzata  /fosiiesee | 2019-02-01
Malgorzata Robak Date
[ Regulatory Affairs Supervisor; { [YYYY-MM-DD]

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

|
Document Njo. EC DEC_IMM 2(?00 OM-MA L2KOP Ver. 02 Page 1 of 1



SIEMENS

EU Declaration of Conformity

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

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

Leg?l Manufacturer:
PIacL of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue leumher (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Siemens Healthcare Dliagnostics Products Ltd.

Glyn Rhonwy

Lianberis, Gwynedd, LL55 4EL, UK |
\

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

Siemens Healthcare Diagnostics Manufacturing Lid.

Chapel Lane
Swords, Co. Dublin, Ireland

IMMULITE 2000 CEA

L2KCE2
L2KCES

10380994

10380995

General IVD

ANNEX Il

EC DEC_IMM 2000 CEA L2KCE

02

This dec!araf?on of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.
This declaration supersedes any declaration issued previously for the same product.

Signature:

Digitally signad by Robak Malgozata

Robak Mal QOrZata stk essiomer. corobakogorts

B ey ooumen) 2019-01-29
Malgorzata Robak Date
Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK
Page 1 of 1

Document No. EC DEC_IMM 2000 CEA L2KCE Ver. 02




EU Declaration of Conformity

0197

We hereby declare that the product described below conforms 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:

Catalogue Number (REF):
|

Siemens Maiterial Numb}er (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document Identifier:

Version:

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, Ireland

IMMULITE® 2000 CMV IgG
L2KCVG2

10381309

ANNEX II, List B

ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 CMV IgG

03

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd,
This dec!arahl'on supersedes any declaration issued previously for the same product.

Signqture:

Robak e

o =Rohek Makarzats 2 &
Malgorzata Al 2019-09-19
Malgorzata Robak Date
Regulatory Affairs Supervisor i [YYYY-MM-DD]

Siemens Healthcare Diagnostics Products Lid.
Lianberis, Gwynedd, LL55 4EL, UK

Document Na. EC DEC_IMMULITE@ 2000 CMV IgG  Ver. 03

Page 1 of 1




IEME

EU Declaration of Conformity

01937

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

Legal Manufacturer:

Place of Manufacture:

EU Authorized Represe;ntative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document Identifier:

Version:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Lianberis, 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, Ireland

IMMULITE® 2000 CMV IgM

L2KCM2

10381320

ANNEX II, List B

ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
ldentification No. 0197

EC DEC_IMMULITE® 2000 CMV IgM

03

This deciara?:‘on of conformity is issued under the sole responsibility of Siemens Healthgare Diagnostics Products Ltd.
This declaration supersedes any declaration issued previously for the same product.

Sign‘ature:

Doc+ment No. EC DEC_%IMMULITE@ 2000 CMV IgM  Ver. 03

Digllally signed by Robak Malgorzata

Ro ba k M a I g (o) rzata kﬁ;v':aﬂbalk o=slemens, crefiabak Malgarzata :

Reason: | aim appraving this document
Dale: 2019.08,13 16:24:01 +01'00 901 q_08_1 /3
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd, LL55 4EL, UK
Page 1 of 1




EU Declaratifn of Conformity

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

Legal Manufacturer:
Place of Manufacture:

EU Authorized RepreseTtative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

|
Classification:
\

Conformity Assessment Route:
| |

Document !dielntifier:

Version:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, |.L55 4EL, UK

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

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

IMMULITE 2000 Free T3

L2KF32
L2KF36

10381675

10381682

General IVD

ANNEX Il

EC DEC_IMM 2000 Free T3 L2KF3

02

This dec.faraﬁén of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Froducts Ltd.
This dec!arat.-'c!rr supersedqs any declaration issued previously for the same product.

Signaﬁ}ure:

&, Dighally signid by Rabiak Malgarzata
RO ba k * DN: serlailurnbar=ZAI0HINKE,
. glvenNamasialgorzata, sn=fabak,
‘o=Slemens, cn=Robak Malgorzata

Malgorzata - ieeienamorsitiinen 2019-01-30
Malgorzata Robak Date
Regulatory Affairs Supervisor ;
Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd L.L55 4EL, UK
Page 1 of 1

Document No| EC DEiC=|NJM 2000 Free T3 L2KF3 Ver. 02
|




EU Declaration of Conformity

q3

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

Legal Manufacturer:
Place of Manufacture:

EU Authorized Representative:

Prod?ct Name:

Catal%gue Number (REF?:

|
Siemlns Material Number (SMN):

Classificatiopn:

Conformity ﬁi\ssessment Route:

|
Doc u+|ent Id!rantiﬁar:
Versi#n: |
|

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 Lid.

Chapel Lane
Swords, Co. Dublin, Ireland

IMMULITE 2000 Free T4

L2KFT42
L2KFT46

10381678

10381677

General IVD

ANNEX Il

EC DEC_IMM 2000 Free T4 L2KFT4

02

This declaration of conforrﬁity is issued under the sole responsibility of Siemens Healthcare Diagnostics Froducts Ltd.
This deciaraf.i‘?n supersedds any declaration issued previously for the same product.

Signaf‘ure:

Digilally signed by Robak Malgorzata
* Db sesialblamin = Z0020NKF,

Robak Malgorzata g

ELp I‘BIR'JI:Ilnapprul{'h?thmmmenl 201 9'01 '30
Malgorzata Robak Date
Regulatory Affairs Supervisor ;
Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd |.L.55 4EL, UK
Page 1 of 1

DocurrLent No, EC DEC_IMM 2000 Free T4 L2KFT4 Ver. 02




EU Declaration of Conformity

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

Legll Manufacturer:

Placg of Manufacture:
|

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Clasaificatio.n:

Conférmity ,{-\ssassment Route:

|
Document Identifier:

Version:

This dec.‘aranon of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.

Siemrns Material Numb%er (SMN):

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

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

Siemens Healthcare Diagnostics Manufacturin% Lid.
Chapel Lane
Swords, Co. Dublin, ireland

IMMULITE 2000 GI-MA
L2KGI2

10380988

General IVD

ANNEX Il

EC DEC_IMM 2000 GI-MA L2KGI

02

This dec!araﬂon Supersedes any declaration issued previously for the same product.

| hllalhru;n:ubyl‘eobakuahjuml

Robak Malgorzata' st

SignaTure: Bt Tovsar sy e 2019-01-31
‘ Malgorzata Robak Date
| Regulatory Affairs Supervisor
‘ Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd |.L.55 4EL, UK
Page 1 of 1

Document NCIi. EC DEC_II\I?M 2000 GI-MA L2KGI Ver. 02
|



SIEMENS
EU Declaration of Conformity

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

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

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
‘ Llanberis, Gwynedd, LL55 4EL, UK

EU A‘uthorized Represeptative: Siemens Healthcare Diagnostics Manufacturing Ltd.

Chapel Lane
Swords, Co. Dublin, Ireland

|
Prodluct Name: ‘ IMMULITE® 2000 HBsAg

Catalogue Number (REF): L2KHB2

|
Siem;ens Material Number (SMN): 10381306

Classification: ANNEX Il, List A
Conformity Assessment Route: ANNEX IV
Notified Body: TOV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nuremberg, Germany
Identification No. 0197

Doc u*‘nent Identifier: EC DEC_IMMULITE® 2000 HBsAg

Versibn: 03

This declaration of conformity is issued under the sole responsibility of Siemens Healthcgre Diagnostics Products Lid.
This declaration supersedes any declaration issued previously for the same product.

| Digitally sigrod by Robak Malgorata
i Fea o
Signature: Malgorzata i 2019-09-26
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

Document No. EC DEC_I?TMULITE@ 2000 HBsAg Ver. 03 Page 1 of 1



IEME

EU :Dec;:laration of Conformity

CE

We hereby declare that the products described below 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:

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

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

Siemens Healthcare Diagnostics Manufacturing Lid.

Chapel Lane
Swords, Co. Dublin, Ireland

Procht Na:ine: IMMULITE 2000 H. pylori IgG

Catalogue Number (REF"): L2KHPG2
| |
‘ i L2KHPG6
‘ |
Siem‘ens Material Numbrr (SMN): 10381336
| 10381335
|
|
Classification: General IVD
|
Confbrmity fAssessment Route: ANNEX 1!
|

Document Identifier: EC DEC_IMM 2000 H. pylori IgG L2KHPG

\
Version: | 02
|

| |

| |

|

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.
This declaration supersedes any declaration issued previously for the same product.

‘ RO ba k . gﬁ:liii"n?ﬁ:’::‘z%g;:“%orma
Malgorzata

cn=Rabak Malgarzata
““Reason: | am approving thils document
Date: 2019.02.01 10:18:47 Z

Signature: 2019-02-01

sn=Hobak, o=3l
Malgorzata Robak
Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

Date
[YYYY-MM-DD]

| . \
Document Nio‘ EC DEC_IMM 2000 H. pylori IgG L2KHPG Ver. 02
|

Page 1 of 1




EU Dex

laration of Conformity

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

Legll Manufacturer:
|

Plac% of Manufacture:
\

EU Authorized Represeptative:

Product Name:

Catalogue Mumber (REIT):

Siemens Material Numb;er (SMN):

Classification:

|
Conformity Assessment Route:
|

\ |
Document ldentifier:
! |

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 Manufacturinq Ltd.
Chapel Lane |
Swords, Co. Dublin, Ireland

IMMULITE 2000 Herpes | & Il IgG
L2KHVG6

10381333

General IVD

ANNEX I

EC DEC_IMM 2000 Herpes | & !l IgG L2KHVG

02

|
This declaralion of conformily is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.
This declarafion supersedes any declaration issued previously for the same product.
|

Signature: ‘

Digitally vgned by Robak Malgorzata
DM: sesialuimbes=Z0020MKF,

Robak Malgorzata o

o 2019-02-01
Malgorzata Robak Date
Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK
Page 1 of 1

Document NT') EC DEC_I‘}VIM 2000 Hempes | & 11 1IgG L2KHVG  Ver, 02




ENS

SIE|

EU De:claration of Conformity

(i3

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

Legal Manufacturer:
Place of Manufacture:

EU Authorized Repres%ntative:
|

Product Name:

Catalogue Number (REF):

Siemens Material Numl‘?er (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

VersLon: :

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 Lid.

Chapel Lane
Swords, Co. Dublin, Ireland

IMMULITE 2000 Total IgE

L2KIE2
L2KIES

10380873

10380872

General IVD

ANNEX [l

EC DEC_IMM 2000 Total IgE L2KIE

02

This b‘ecfaraffon of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Lid
This dec!araffon supersedes any declaration issued previously for the same product.

|
Sign‘ature:

Robak gkl gl
Malgorzata i s 2019-02-01
Malgorzata Robak Date
Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Page 1 of 1

Docu;ment N'f. EC DEC_I{\IIM 2000 Total IgE L2KIE Ver. 02




EU Declaration of Conformity

0197

We hereby declare that the products described below conform to all applicable requiremants
of Council Directive 98/79/EC for in 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:

Notified Bml:ly:

Document Identifier:
|

Version:

Siemens Healthcare: Diagnostics Products Ltd,
Glyn Rhonwy

Llanberis, Gwynedd, L.L55 4EL, UK \
Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane

Swords, Co. Dublin, Ireland

IMMULITE® 2000 PSA

L2KPS2, L2KPS6

10380986, 10380996

ANNEX II, List B

ANNEX IV

TOV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
ldentification No. 0197

EC DEC_IMMULITE® 2000 PSA

03

This declaration of conformily is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Lid,
This declaration supersedes any declaration issued previously for the same product.

|
|
Signature:

\ |
Document ND EC DEC_IMMULITE® 2000 PSA Ver. 03

Digitally signed by Robak Malgorzata

Ro bak DN: serialNumber=Z0020NKF, -
i ai ! sn=Robal
cn:_ﬂubakMalgnrzafa O m

Malgorzata e 2019-09-25
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd, LL55 4EL, UK

Page 1 of 1




EU Declaration of Conformity

0197

We hereby declare that the product described below conforms 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:

Catalogue Number (REF);

Siemens Material Numbelr (SMN):
|

Classification;
Conformity Assessment Route:

Notified Body;:

Document Identifier:

Version:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, 1.L55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, 1.L55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd.

Chapel Lane
Swords, Co. Dublin, Ireland

IIMMULITE® 2000 Free PSA
L2KPF2

10380984

ANNEX i, List B
ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germiany
Identification No. 0197

EC DEC_IMMULITE® 2000 Free PSA

03

This declaration of conformi:ty is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.
This dec!araﬁon supersedes any declaration issued previously for the same product.

Signature:

+ Dightally sgned by Robak Malgorzata

Robak Mal gOrzate g s e

: appecrng this dociiment
Dale: 2019.09 23 08:50:48 +01'00"

2019-09-23

Malgorzata Robak

Regulatory Affairs Supervisor

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

Document No. EC DEC_IMI\‘(IULITE® 2000 Free PSA Ver. 03

[YYYY-MM-DD]

Page 1 of 1




EU Declaration of Conformity

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

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

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
| Llanberis, Gwynedd, LL55 4EL, UK
EU Authoriz'ed Represehtative: Siemens Healthcare Diagnostics Manufacturing Ltd.
| Chapel Lane

: Swords, Co. Dublin, Ireland

Product Nar'ne: IMMULITE 2000 Total T3

\

|
Catalogue Number (REFp: L2KT32
L2KT36

1
‘ .
Siemens Materlal NumbTer (SMN): 10381654

|
|
| 10381657

Classificatian: | General IVD

Conformity 1|Lssessment Route: ANNEX NI
|

Docurent ldentifier: EC DEC_IMM 2000 Total T3 L2KT3
|

Version: | 02

This decfara:‘mn of confornlnfy is issued under the sole responsibility of Siemens Hea/thca‘re Diagnostics Products Ltd.
This dec!aratron supersedgs any declaration issued previously for the same product,

¢ Dighally signed by iobak Malgarzila
\ . Dl setlalumber=Z0020NKF,

| RObak Malgorzata tri=Ruhak Malgorzata o ;

Signafum Vil o sl 2019-02-17
iiaigorzata Robak Date
Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]

Llanberis, Gwynedd LL55 4EL, UK

Document No, EC DEC_IMM 2000 Total T3 L2KT3 Ver. 02 Page 1 of 1




SIEMEN

EU Declaration of Conformity -

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

Legal Manufacturer:

Place of Manufacture:

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

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

w Chapel Lane

EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturin? Ltd.
i Swords, Co. Dublin, Ireland 1
|

ProJuct Name: IMMULITE 2000 Total T4

1
Catalogue Number (REF): L2KT42

‘ L2KT46

Siemens Material Number (SMN): 10381685

10381664
Classification: General IVD
Conformity Assessment Route: ANNEX Il

Document I{jentiﬁer: EC DEC_IMM 2000 Total T4 12KT4

Versjon: 02

This dec!araq'ion of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Lid,
This declaration supersedes any declaration issued previously for the same product.
Dyitally signed by Robak M.HI*JCII'HMI

| Robak Malgorzata y:resmm e

Signature: | o A7 v v 2019-02-04
Malgorzata Robak Dat
Regulatory Affairs Supervisor [YalYeYY-MM-DD]]

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

Document No. EC DEC_INM 2000 Total T4 L2KT4 Ver. 02 Page 1 of 1




S

EU Declaration of Conformity

(€
0088

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

\
\

Leg:al Manufacturer:
|

|
Plaée of Manufacture:
|

EU Authorifzed Representative:

Product Name:

Catalogue n’ldumber (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Notil‘*ed Body:

Docuiment ldentifier:

Version:

This d;ec.’araff‘bn of conformity is issued under the sole responsibility of Siemens Healthc
This declaration supersed?s any declaration issued previously for the same product,
| |

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 Healthcare Diagnostics Manufacturing Lid.
Chapel Lane

Swords, Co. Dublin, Ireland

IMMULITE 2000 Toxoplasma Quantitative IgG
L2KTXP2

10381323

ANNEX II, List B
ANNEX IV

Lloyd's Register Quality Assurance Ltd.
1 Trinity Park, Bickenhill Lane

Solihull, B37 7ES, UK
Identification No. 0088

EC DEC_IMM 2000 Toxoplasma Quantitative IgG L2KTXP

02

are Diagnostics Products Ltd.

Robak o

a=Robak Malgurfﬂ_tﬂ :
Malgorzata iy e 2019-03-05
Malgorzata Robak Dafe
Regulatory Affairs Supervisor [YYYY-MM-DD]
Siemens Healthcare Diagnostics Products L{d.
Llanberis, Gwynedd, LL55 4EL, UK

Page 1 of 1

Document Noi. EC DEC_II\‘/IM 2000 Toxoplasma Quantitative IgG L2KTXP Ver. 02
| |




ﬁﬁEME NS
EU ‘Declaratl n of Conformity

0088

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

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

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Giyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd.
! Chapel Lane
Swords, Co. Dublin, Ireland

Product Narne: IMMULITE 2000 Toxoplasma IgM (u-Capture)

Catalogue Number (REF): L2KTZ2

Siemens Material Number (SMN): 10381298

Classification: ANNEX II, List B
Conformity Assessment Route: ANNEX IV
Notified Body: Lloyd's Register Quality Assurance Ltd.

1 Trinity Park, Bickenhill Lane
Solihull, B37 7ES, UK

Identification No. 0088
Docur‘hent Id:entifier: EC DEC_IMM 2000 Toxoplasma IgM (p-Capturq‘) L2KTZ

|
Version: 02

This declaration of confor: /ty is issued under the sole responsibility of Siemens Healthcare Diagnostics Froducts Ltd,
This declaranén supersedes any declaration issued previously for the same product.

| ! Robak | Diseiamumborzooe
Sigrapite: Malgorzata T st O 2019-03-01
Malgorzata Robak Data
Regulatory Affairs Supervisor [YYYY-MM-DD]

Siemens Healthcare Diagnostics Products Lt
Llanberis, Gwynedd, LL55 4EL, UK

|
DocurJent No. EC DEC_IMM 2000 Toxoplasma IgM (u-Capture) L2KTZ Ver. 02 Page 1 of 1




EU Declaration of Conformity

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

Legal Manl:Jfacturar:
Place of Manufacture:

EU Authorized Representative:

Product Nzﬁ!me:
|

Catalogue Number (RE‘F)'

|
Classification:
|
Conformity Assessmeq‘t Route:
|
|
| i

Document ldentifier;

Version:

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.

|
Siemens Materlal Num%er (SMN):

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, Ireland

IMMULITE 2000 Third Generation TSH

L2KTS2
L2KTS6

10381665

10381667

General IVD

ANNEX Il

EC DEC_IMM 2000 Third Generation TSH L2l$TS

02

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

Signature:

* Digltally signed by Robak Malgorzata

RO ba k ; DN:serialNumber=Z0020NKF, e
Mal gorza ta Bt am asproving ths dasumart
Date: 2019.02.17 22:13:33 Z 20 1 9"02'1 7
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

DOCL‘Jment No. EC DEC_}MM 2000 Third Generation TSH L2KTS Ver. 02




SIEMENS \
EU Declaration of Conformity

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

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

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

| Llanberis, Gwynedd, LL55 4EL, UK

EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing ‘ td.
| Chapel Lane

j Swords, Co. Dublin, Ireland

|

i
Product N?me: IMMULITE 2000 Prolactin
Catalogue Number (REF): L2KPR2
L2KPR6

|
Siemens Material Number (SMN]: 10381200
| )

§ 10381199
Classiﬁcat#on: Generallvp
Conformity Assessment Route: ANNEX Il
Document Identifier; EC DEC_IMM 2000 Prolactin L2KPR
Version: 02

This declarﬁtlon of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.
This declaration supersedes any declaration issued previously for the same product,
‘ | Digitally signed by Robak Malgorzata
RO ba k DN: serialNumber=Z0020NKF,
. givenName=Malgorzata, sn=Robak,
o=Slemens, cn=Robak Malgorzata

Slgnature; Malgorzata = ool fidoumen 2019-02-17
Malgorzata Robak | Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

Siemens Healthcare Diagnostics Products Ltd
Lianberis, Gwynedd LL55 4EL, UK

Document I\fo. EC DEC_IMM 2b00 Prolactin L2KPR  Ver. 02 Page 1 of 1



SIEMENS
EU Dgclaration of Conformity

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

Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL.55 4EL, UK

Place of M_anufa{f:ture: Siemens Healthcare Diagnostics Products Ltd.
‘ Glyn Rhonwy
i Llanberis, Gwynedd, LL55 4EL, UK
EU Authoﬁized Representative; Siemens Healthcare Diagnostics Manufacturing Ltd.
| Chapel Lane
| Swords, Co. Dublin, Ireland

Product Name: IMMULITE 2000 Total Testosterone
Catalogue Number (REF): L2KTW2
L2KTW6

Siemens Material Number (SMN): 10381190

10381191
Classification: General IVD
Conformity Assessment Route: ANNEX Il
Document Identlfi;er: EC DEC_IMM 2000 Total Testosterone L2KTW
Version: 02

This declaration of s!:onformfty is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.

This declaration supersedes any declaration issued previously for the same product.
Digitally signed by Robak Malgorzats

I RO ba k DM:sertalNumber<Z0020KKs,
A ;=Slemeni. en=Robak Malgorzata f
Signatute Malgorzata / Gt 2019-02-04
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

Document N&. EC DEC_IMM 2000 Total Testosterone L2KTW Ver. 02 Page 1 of 1
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Konformititserkldrung

A

iemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

Wir erkléren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Europaischen
Rarlaments und des Bates Uber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemaR Annex (1l
erfillt warden. |

We hereby declare that the in vifro diagnostic devices
described below conforms to all appiicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex [ll.

|
Produktname (deutsch):

Product name (English):

| IMMULI'I;'E 2000 / IMMULITE 2500 Reinigungsmaodul

| IMMULITE 2000 / IMMULITE 2500 Probe Cleaning Kit |

|
Produkt:Nr. / Product No. (REF):

Wi L2KPM ]
PackungsgréRe(n) / Package Size(s) (REF):
| L2KPM |
IVD-Kategorie / IVD Category:
[ Sonstige | Others

Hersteller / Manufacturer:

] _ Siemens Healthcare Diagnostics Products GmbH

|
Adresse (innerhalb Deutschland):

Address (infemational):

Siemens Healthcare Diagnostics Products GmbH
' Emil-von-Behring-Str. 76
35041 Marburg

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Sir. 76
35041 Marburg
Germmany

Bestitiguny / Authorization:

Director Quality/Regulatory

7 |

A

Unterschrift / Signature

| Dr. Jérg Amborn

Name /Name

2011-04-05

. Datum [JJJJ-MM-TT] / Dafe [YYYY-MM-DDJ:

|
LP-cmm_\;?L_Doc - Gﬁll’g ab: 2011-01-25

Seite / Page; 1 von/of 1



SIE

Itonformitéitserkiéirung

S{eme’ns Healthcare Diagnostics
Products GmbH

Declaration of Conformity

€

Wir erkiéren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates tber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemaR Annex |
erfallt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms fo all applicable Essential
Requirements of Directive 98/79/EC. on in vitro Diagnostic
Medical Devices and accordance was shown by conformity

assessment procedures of Annex /i1,

| |
Produktname (deutsch):

Product name (English):

]_IMMUL!TE;i 2000 / IMMULITE 2500 Waschmaodul

| IMMULITE 2000 / IMMULITE 2500 Probe Wash Module |

|
Prudukt—ﬁllr. ! Product No. (REF):

L2PWSM 11
Pa'qkungg_griiﬂe(n) ! Package Size(s) (REF):
| | L2PWSM |
IVD-Kateg!aria [ IVD Category:
[Sonstige | | Others |

_ |
Hersteller'i! Manurfacturer:

Siemens Healthcare Diagnostics Products GmbH |

Adre'sse-(i}merhalb Deutschland):

Address (fnrematfonaf):

| Siemens Healthcare Diagnostics Products GmbH
. | Emil-von-Behring-Str. 76
35041 Marburg
i !

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marburg
Genmany

Bestétigung / Authorization:

Director Quality/Regulatory

A

Unterschrift/ Signature

Dr, Jérg Amborn

' Name /Name

2011-04-14

Datum [JJJJ-MM-T 1]/ Date [YYYY-MIM-DDJ:

LP-00101_VL|

‘|'-

DoG — Gumg} ab: 2011-01-25

Seite / Page: 1 von/ of 1



ENS ‘
on of Conformity

(I3
} We hereby declare that the product described below conforms to all applicable requirements
of Council Directive 98/79/EC for in vitro diagnostic medical devices.

SIER
EU Declarati

Legal Manufacturer: Siemens Healthcare Diagnostics Inc.
62 Flanders-Bartley Road
Flanders, NJ, 07836, USA

Place of Manufacture: CARCLO TECHNICAL PLASTICS
Grant Road
Tucson, AZ 85705, USA

Hoover Precision Products
1390 Industrial Park Dr.,
Sault Ste. Marie, Ml 49783, USA

EC Authorized Representative: Siemens Healthcare: Diagnostics Manufacturing Ltd.
Chapel Lane
Swords, Co. Dublin, Ireland

Product Name: IMMULITE 2000 Systems Reaction Tubes
, \
Catalogue Number (REF): LRXT

Siemens Material Number (SMN): 10385206
\

Classification: General IVD

Conformity Assessment Route: ANNEX Il

Docrment Identifier: DoC_IMMULITE 2000_RxnTubes
Versﬂ‘ion: 4.0

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Inc.

This declaration supersedes any declaration issued previously for the same product.
i Digitally signed by Ryan Sherriz

L ] N
[ . DN: serialNumber=20026 ZFR, glvenName=Sherria,
ya n " e rrl e 'sn=Ryan, o=Slemens, cn=Ryan Sherrie

Signftu re: Date: 2019.05.21 09:12:46 -04'C0"
Sherrie Ryan Date
Sr Manager Regulatory Affiars [YYYY-MM-DD]

Siemens Healthcare Diagnostics Inc.
Newark, DE 19714

| |
Dochent No. DoC_IMMULITE 2000_RxnTubes Ver. 4.0 Page 1 of 1



SIEME

EU Declaration of Conformity

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

Legal Manufacturer:

Place of Manufacture: |

EU Authorized Representative:

|
Proquct Name:

Catalogue Number (REF}):
| I

Siemens Material NumlTer (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

|
Vers‘ion:

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

Siemens Healthcare Diagnostics Inc.
500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA

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

IMMULITE 2000 Chemiluminescent Substrate Module
L2SUBM

10385232

General IVD

ANNEX Il

EC DEC_IMM 2000 Substrate L2SUBM

07

This decfara:ifon of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Lid.

This dec!araé.fon supemedes any declaration issued previously for the same product.

Signature:

Cggitady signed by fiobak Maigorzata
DM: seralNurmbee=Z0020MKF,

Robak Malgorzata ¢

Reason: | am approving this document
Diate: 1010.02.13 733208 1

2019-02-13

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

Document N;a. EC DEC_IMM 2000 Substrate L2SUBM Ver. 07

[YYYY-MM-DD]

Page 1 of 1




www.bio-rad.cam/iacontrols

Immunoassay Controls

Lyphoche

Analytes

25-Hydroxy Vitdmin D

11-Deoxycorti

17-o-Hydroxyprogesterone

Acetaminophen
ACTH
Aldosterone

Alphafatoprotein (AFP)

Amikacin

Amiodarone*
Amitriptyline
Androstenedione
Angiotensin |

Anti-Thyroglobulin (Anti-Tg)*
Anti-Thyroperox|dase (Anti-TRPO)"

C-Peptide
Caffeine
Calcitonin
Carbamazepine
Carbarnazepine|(|
CEA
Chloramphenical
Cortisol
Cyclosporing*
Desipramine™

“No clalms are mads
**Values are not provi

i ™ [
! [ Didy

P |
and g

k Immunoassay Plus Control

s Offers a vast array of popular routing
Immunoassay analytes

m Assigned values are available for all major
automated analyzers

= Provides a highly efficient solution for
laboratories that focus on routine tests

= Human serum based

year shelf life at 2-8°C

day reconstituted stability at 2-8°C

r most analytes

POUT Metheds Listed

~ @

=
o

DHEA

DHEA Sulfate

Digoxin

Disopyramide
Estradiol

Estriol (Frea)

Estriol (Total)*

Estrogen (Total)
Ethasuximide

Ferritin

Flecainide™

Folate

Fructosaming**

FSH

Gastrin

Gentamicin®*
Glucagon”

hCG

hCG-f Subunit

hGH

Imipramine
Immunaoglobulin A (IgA)
Immunoglobulin E (IgE)
Immunoglobulin G (lgG)

Free)**

regarding performance or stability.
ded,

o1 Ko, . .

vophiliz
longer |shelf e,

ad form of this control provides convenience in transportation

Ordering Information |

Cat # Description

370 Trilevel (4 of eachievel). .........covu'ts . 12x5mL
37N = 12x5mL
372 Level 2. .. oo iii i, 12x56mL
373 = 12x5mL
370X Trilevel MiniPak (1 of each level). ............ 3x&6mL
Immunoglobulin M (Igh) Salicylate

Immunoreactive Trypsinogen (IRT)*  SHBG (Sex Hormone Binding
Insulin Globulin)*

Iron Somatomedin-C

Iron (TIBC) T3 (Free)

LH T3 (Total)

Lidocaine T3 Uptake/T-Uptake

Lithium T4 (Free)

N-Acetylprocainamide (NAPA) T4 (Total)

Netilmicin® TBG

Nortriptyline Testosterone

PAP Testosterone (Free)

Phenobarbital Theophylline

Phienytein Thyroglobulin (Tg)

Phenytoin (Free)* Tobramycin

Primidone Tricyclic Antidepressants
Procainamide (TCA) Screen**

Progesterone TSH

Prolactin Valproic Acid

Propranclol** Valproic Acid (Free)**

PSA Vancomycin

PSA (Free) Vitamin By,

PTH (Intact)*

Quinidine**

Rafer to myelnserts.com or the package insert of currently avallable lots for spacific analyta and stability claims.

www.bio-rad.com/qualitycontrol | &&



wwwblo-rad.com/iacontrols Immunoassay Controls

Liquichek Tumor Marker Control

= An assayed, multi-analyte control Ordering Information
b - lrj!qeludes low PSA levels for high sensitivity Cat# Bescription
methods and high levels of cancer antigens s
and Ferritin 547 g L 6x2mL
= Human based 548 Level 2. i 6x2mL
» 2 vear shelf life when stored frozen 549 17 e LN 6x2mL
aF -20°C to -70°C 548X Trilevel MiniPak (1 of eachlevel). ............ 3x2mL
‘ = 80 day open-vial stability at 2-8°C -
for most analytes ﬁ‘ For Dimension Yista® vials, see page 88,
I -
Analytes
Alphafetnprotei_h (AFP) Farritin
B-2-Microglobulin hCG
CA 125 hCG-p Subunit
CA 15-3 Insulin Growth Factor | ({GF-I}
CA19-9 PAP
CA 27.29 Prolactin
CA 72-4* PSA
CEA P3A (Free)
Cyfra 21-1* Thyroglobulin (Tg)
*International Use nly. Mot avallable for diagnostic use in the United States.
Lyphochek Tumor Marker Plus Control
| y
e = A comprehensive, assayed, Ordering Information
:T_L_'It:}anaiyte .?OI:ﬂTOL Bt g Cat# Dascription
u [deal for monitoring both routine an
esoteric tumor marker testing 367 =< L A 6x2mL
w Human serum based 368 Leval 2. ieailo e it e 6x2mL
= 14 day reconstituted stability at 2-8°C 369 Level3....... R RRRTERE 6x2mL
armost analytes 368X Trilevel MiniPak (1 of eachlevel). . ........... 3x2mL

.
@ F

year shelf life at 2-8°C

Analytes .

ﬁ-z-Mlcroglobul in CEA

ACTH Cyfra 21-1”

Aldosterone Farritin

Alphafetoprotein (AFP) hCG

CA 15-3 hCG-p Subunit |
CA19-9 Neuron Specific Enolase (NSE)
CA 27.29 | PAP

CA 50* Prolactin

CA 72-4* PSA

CA 125 PSA (Free)

Calcitonin S-100°

CASA+ Thyroglobulin (Tg)

*International Use Qnly. Not avallabla for diagnostic use in the United States.
"No claim is made for expectad veiues or stability,

Rafer to myslnserts.com or the package insert of currently avallable lots for spacific analyte and stability claims.
L

www.bio-rad.com/qualitycontrol | 57
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