SIEMENS
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.

TIERY

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 Ltd.
Chapel Lane
Swords, Co. Dublin, Ireland

0™ 0™

Product Name: IMMULITE 2000 Third Generation TSH = =
Catalogue Number (REF): L2KTS2 __:
L2KTS6 =3

Siemens Material Number (SMN): 10381665

10381667 ____mm:
Classification: General IVD =
Conformity Assessment Route: ANNEX 111 =
Document Identifier: EC DEC_IMM 2000 Third Generation TSH L2KTS =
Version: 02 i

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.

Digitally signed by Robak Malgorzata
RO b a k DN: senialNumber=Z0020NKF, —
givenName=Malgorzata, sn=Robak, o=Siemens, — S
" t cn=Robak Malgorzata = =
H n = M I g Reason: | am approving this document = =
ignature algorzata 2019-02-17

Malgorzata Robak

Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products td::
Lianberis, Gwynedd LL55 4EL, UK i 58
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Document No. EC DEf; {Mh 29R0: By GeneraHand 5
Date: 2023.03.09 16:30:52 EET
Reason: MoldSign Signature
Location: Moldova
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SIEMENS
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.

YNl

™l

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

i

Swords, Co. Dublin, Ireland

Place of Manufacture: Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK ==
EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd. .=::_
Chapel Lane =

Product Name: IMMULITE 2000 Anti-TPO Ab ==
Catalogue Number (REF): L2KTO2 T o=
L2KTOB =

Siemens Material Number (SMN): 10381650

10381649 =
Classification: General IVD '="=_:
Conformity Assessment Route: ANNEX 11 =
Document Identifier: EC DEC_IMM 2000 Anti-TPO Ab L2KTO —
Version: 02

0

This declaration 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.

Digitally signed by Rabak Malgorzata
RO b a k DN: serialNumber=Z0020NKF, )
givenName=Malgorzata, sn=Robak, o=Siemens, = =
) en=Robak Malgorzata = =
Slgnature: Malgorzata Reason: | am approving this document 2019-02-04 ==

Date: 2015.02.04 14:37:08 Z -"\'m_‘\
Malgorzata Robak / o w0
Regulatory Affairs Supervisor e wui

Siemens Healthcare Diagnostics Productg{r "‘4

Llanberis, Gwynedd LL55 4EL, UK

1™

Document No. EC DEC_IMM 2000 Anti-TPO Ab L2KTO Ver. 02 Page 1 of 1
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EU Declaration of Conformity

We hereby declare that tie products described below conform o all applicable requirements

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

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier;

Version:

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

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Free T4

L2KFT42
L2KFT46

10381678
10381677

General IVD

ANNEX Il

EC DEC_IMM 2000 Free T4 L2KFT4

01

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

Signature:

Document No. EC DEC_IMM 2000 Free T4 L2KFT4 Ver. 01

it 122m2 0l

Anita Wample

Head of Quality Management

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




SIEMEN
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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.

ICe

0197

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

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
Llanberis, Gwynedd, LL55 4EL, UK

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

Siemens Healthcare Diagnostics Manufacturing Lid,

Chapel Lane

Swords, Co. Dublin, lreland
IMMULITE® 2000 PSA
LZKPS2, L2KPS6

10380986, 10380996

ANNEX I, List B
ANNEX IV

TOUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 PSA

03

This deciaration 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:

Document No. EC DEC_IMMULITE® 2000 PSA Ver. 03

Digitally signed by Robak Malgorzata
RO ba k Di: serlaiNumber=ZG020NKF,
* givenNome=Malgorzata, sn=Robak, o=Siemens,
"en=Robak Malgorzala
Malgorzata Reason: | am approving this document
Date: 2019.09.25 09:58:21 +01'00"

2019-09-25

Malgorzata Robak
Regulatory Affairs Supervisor

: s
Siemens Healthcare Diagnostics Productg/&td.s:

Lianberis, Gwynedd, LL55 4EL, UK
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SIEMENS

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:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

This declaration of conformity is issued under the sole responsibility of Siemens Health
This declaration supersedes any declaration issued previously for the same produ

L dle (e mpls. 15, 0 Dot .

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

IMMULITE 2000 CEA

L2KCE2
L2KCES

10380994
10380995

General IVD

ANNEX Il

EC DEC_IMM 2000 CEA L2KCE

01

Kevin Owen Date ===
Head of Quality Management [YYYY-MM-DD] iy

Siemens Healthcare Diagnostics Products Ltd. = =

LLanberis Gwynedd LL55 4EL, UK E—=

==

=

EEE

Document No. EC DEC_IMM 2000 CEA L2KCE Ver. 01 Page 1 of 1



SIEMENS
EU Declaration of Conformity

r
|
! Wa hereby declare that the praduct described below conforms fo all applicable requirements
L of Council Directive 88/78/EC for in vitro diagnostic medical devices
Legal Manufacturer: Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK
Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd,
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK
Product Name: IMMULITE 2000 OM-MA
Catalogue Number (REF): L2KOP2

Siemens Matarial Number (SMN): 10380872

Classification: General IVD

Conformity Assessment Route: ANNEX |II

Document Identifier: EC DEC_IMM 2000 OM-MA L2KOP
Version: 01

This declaration of conformily is issued under the sofe responsibility of Siemens Healthcare Diagnostics Products Ltd.
This declaration supersedes any declaration issued previcusly for the same product.

Signature: L f ;
s (o5 [P e . 20k apy
Anita Wample Date
Head of Quaiity Management _ DO -MM-DD]
Siemens Healthcare Diagnostics Products Ltd. ‘V,{f”/” ! .

LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 OM-MA L2ZKOP Ver, 01 Page 1 of 1




We hereby declare that the product described below canforms to all applicable requirements
of Council Directive 88/78/£C for in vitro diagnostw medical devices.

Legal Manufacturer:
Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalegue Number (REF):

Siemens Material Number (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document Identifier:

Version:

This declaration of conformity Is issued under the sole responsibility of Siemens Healthcare Diagnostics Prodwts er
This declaration supersedes 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 Ltd.
Chzpel Lane

Swords, Co. Dublin, Ireland

IMMULITE 2000 HBsAg

L2KHB2

10381306

ANNEX II, List A
ANNEX IV

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

Sclihull, B37 7ES, UK
Identification No. 0088

EC DEC_IMM 2000 HBsAg L2KHEB

074

ROba k :‘ ; __7"' :Iq:w bt
Malgorzata

Malgorzata Robak

Regulatory Affairs Supervisor

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

Document No. EC DEC_IMM 2000 HBsAg L2KHB  Ver. 02

Page 1 of 1



SIEI

IENS

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:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

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

Signature:

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

Siemens Heaithcare Diagnostics Products Ltd.

Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Total T3

L2KT32
L2KT36

10381654

10381657

General IVD

ANNEX Il

EC DEC_IMM 2000 Total T3 L2KT3

01

o, &Z?Amp./b

Anita Wample

Head of Quality Management

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

Document No. EC DEC_IMM 2000 Total T3 L2KT3 Ver. 01

Page 1 of 1



SIEMENS
EU Declaration of Conformity

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

Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.
5 Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK
Place of Manufacture: Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Total T4
Catalogue Number (REF): L2KT42
L2KT46

Siemens Material Number (SMN): 10381685

10381664
Classification: General IVD
Conformity Assessment Route: ANNEX I
Document Identifier: EC DEC_IMM 2000 Total T4 L2KT4
Version: 01

This declaration of conformity is issued under the sole rasponsibility of Siemens Heaithcare Diagge
This declaration supersedes any declaralion issued previously for the same product. 2

Signature: M é(,&ﬂth ;OJL

Anita Wample

Head of Quality Management .
Siemens Healthcare Diagnostics Products Ltd.™
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Total T4 L2KT4 Ver. 01 Page 1 of 1



FU Declaration of Conformity

Woe hereby declare that the product describad below conforms to all applicable requirements
of Council Directive $8/79/EC for in vitro diagnestic medical devicas.

Legal Manufacturer:

Place of Manufacture:

Product Name:
Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier;

Version:

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

Signature:

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

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

IMMULITE 2000 Calcitonin
L2KCL2

10381446

General IVD

ANNEX il

EC DEC_IMM 2000 Calcitonin L2ZKCL

01

Kevin Owen

Head of Quality Management )
Siemens Healthcare Diagnosti &Pﬁod.uc&“‘i_t'cﬁ
LLanberis Gwynedd LL55 4EL, J

Document No. EC DEC_IMM 2000 Calcitonin L2KCL  Ver. 01 Page 1 of 1



0088
We hereby declare that the product described below conforms to alf applicable requirements
of Council Directive 88/7T9/EC for in vitre diagnoestic 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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE/IMMULITE 2000 Free PSA
Catalogue Number (REF); L2KPF2

Siemens Material Number (SMN): 10380984

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

1 Trinity Park. Bickenhill Lane
Solihuil, B37 7E8, UK
ldentification No. 0088

Document ldentifier: EC DEC_IMM 2000 Free PSA L2KPF

Version: 01

This dscleration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Lid,
This decleration supersedes any declaration issued previously for the same product. e S B

Signature: M W'ﬂé«

Anita Wample

Head of Quality Management
Slemens Healthcare Diagnostics Products Ltd
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Free PSA L2KPF Ver, 01 Page 1 of 1



SIEMENS

EU Declaration of Conformity

We hereby declare that the products described below conform to all applicable reguirements
! of Counctl Drrective 88/79/EC for in vitro diagnostic medical devices.

B e S A S S

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

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

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Total Testosterone
Catalogue Number (REF): L2KTW2
L2KTWE

Siemens Material Number (SMN): 10381190

10381191
Classification: General IVD
Conformity Assessment Route: ANNEX Il
Document Identifier: EC DEC_IMM 2000 Total Testosterone L2KTW
Version: a1t

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.

Signature: _/{/(;M,E,i;‘ t{_{/f}{.?,w-,/mfr.—

Anita Wample

Head of Quality Management

Slemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Total Testosterone L2KTW Ver. 01 Page 1 of 1



We heraby declare that the product described below conforms to all applicable requirements
of Council Directive 98/78/EC for in vitro diagnostic medical devices.

Legal Manufacturer:

Piace of Manufacture:

Product Name:

Cataiogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Version:

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

Siemens Healtheare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 D-Dimer
L2KDD2

10381041

General IVD

ANNEX Il

EC DEC_IMM 2000 D-Dimer L2KDD

01

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.

Signature:

Anita Wample

Head of Quality Management

Siamens Healthcare Dlagnostics Products Ltd.
LLanberls Gwynedd LL55 4EL, UK

LR sl [hn Y (2

Document No. EC DEC_IMM 2000 D-Dimer L2KDD  Ver. 01

Page 1 of 1




SIEMENS

EU Declaration of Conformity

0088

We hareby declare that the product described below conforms to all applicable requirements
of Council Directive 88/79/EC for in vitro diagnestic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:
Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document Identifier:

Version:

Signature:

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

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

IMMULITE 2000 Anti-HBs
L2KAH2

10381318

ANNEX Il List A

ANNEX IV

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

Solihull, B37 7ES, UK

Identification No. 0088

EC DEC_IMM 2000 Anti-HBS L2KAH -~~~ =~

01

Loz [ ple.

Anlita Wample

Head of Quality Management
Siemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Anti-HBs L2KAH Ver. 01

Page 1 of 1
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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:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document Identifier:

Version:

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

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 Anti-HBc
L2KHC2

10381311

ANNEX I, List A
ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 Anti-HBc

03

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

Signature:

Document No. EC DEC_IMMULITE® 2000 Anti-HBc Ver. 03

Digitally signed by Robak Malgorzata
DN: serialNumber=Z0020NKF,
givenName=Malgorzata, sn=Robak,
o=5lemens, cn=Robak Malgorzata
Reason:| am approving this document
Date: 2019.09.26 22:50:36 +071'00"

Robak
Malgorzata

2019-09-26

Malgorzata Robak

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

EU Declaration of Conformity

We hereby declare that the products described below conferm to all applicable requirements
of Council Directive 88/79/EC for in vitro diagnostc medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF}):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

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

Signature:

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Total IgE

L2KIE2
L2KIE6

10380873
10380872

General iVD

ANNEX Il

EC DEC_IMM 2000 Total IgE L2KIE

01

Kevin Owen

Head of Quality Management

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

Document No. EC DEC_IMM 2000 Total IgE L2KIE Ver. 01

Page 1 of 1



Siemens Healthcare Diagnostics
Products GmbH

Konformitatserklarung Declaration of Conformity

ce

Wir erklaren hiermit, dass die unten angegebenen In-vitro- | We hereby declare that the in vitro diagnostic devices {
Diagnostika-Produkte mit den Grundlegenden described below conforms tc all appiicable Essential [
Anforderungen der Richtlinie 88/79/EG des Eurcpéischen | Requirements of Directive 98/79/EC on in vitro Diagnostic |
Parlaments und des Rates Ober In-vitro-Diagnostika Medical Devices and accordance was shown by conformity |
Ubereinstimmen und die Anforderungen gemaR Annex Il | assessmeni procedures of Annex i1, i
erflllt werden. |

Produkiname (deutsch): Product name (English):
[ IMMULITE 2000 / IMMULITE 2500 Waschmodul [ IMMULITE 2000/ IMMULITE 2500 Probe Wash Module |

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

[ L2PWSM

Packungsgrdle(n) / Package Size{s) (REF):

l L2PWSM

IWD-Kategorie ! IVD Category:
[ Sonstige | Others |

Hersteller { Manufacturer:

I Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland): Address (infemational):
Siemens Healthcare Diagnostics Products GmbH Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76 Emil-von-Behring-Str. 76
35041 Marburg 35041 Marburg
Germany

Bestatigung / Authorization:
Director Quality/Regulatory

AL

Unterschrift / Signature

Dr. J6rg Amborn

Name /Name

2011-04-14
Datum [JJJJ-MM-TT] / Date [YYYY-MM-DDJ:

LP-00101_VL_DoC - Gliltig ab: 2011-01-25 Seite / Page: 1 von/of 1



SIEMENS e e oducts Gmbh

Konformitatserklarung Declaration of Conformity

(€

Wir erklaren hiermit, dass die unten angegebenen In-vitro- | We hereby declare that the in vifro diagnostic devices
Diagnostika-Produkte mit den Grundlegenden described below conforms fo alf applicable Essential
Anforderungen der Richtlinie 88/7S9/EG des Europiischen | Requirements of Directive 98/79/EC on in vitro Diagnostic
Parlaments und des Rates Uber In-vitro-Diagnostika Medical Devices and accerdance was shown by conformity

| ibereinstimmen und die Anforderungen gemaR Annex |l | assessment procedures of Annex I/

| erfuiilt werden.
Produktname {deutsch): Product name (English):

[ IMMULITE 2000 / IMMULITE 2500 Reinigungsmodul | IMMULITE 2000 / IMMULITE 2500 Probe Cleaning Kit |
Produkt-Nr. / Product No. (REF):

| L2KPM |
PackungsgroRe(n) / Package Size{s} (REF):

L2KPM |

IVD-Kategorie / IVD Category:

| Sonstige | Others ]

Hersteller / Manufacturer:
| Siemens Healthcare Diagnostics Products GmbH \

Adresse (innerhalb Deutschland): Address (intemational):
Siemens Healthcare Diagnostics Products GmbH Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76 Emil~von-Behring-Str. 76
35041 Marburg 350471 Marburg
Germany

Bestitigung / Authorization:
Director Quality/Regulatory

A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2011-04-05
Datum [JJJJ-MM-TT]/ Date [YYYY-MM-DDJ:

LP-00101_VL_DoC - Giiltig ab: 2011-01-25 Seite / Page: 1 von/of 1




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

[
|
|
i We hereby declare that the product described below conforms to all applicable reguirements

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

Place of Manufacture: CARCLO TECHNICAL PLASTICS
’ Grant Road
Tucson, AZ B5705, USA

Hoover Precision Products
1380 Industrial Park Dr.,
Sault Ste. Marie, M} 49783, USA

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

Product Name: IMMULITE 2000 Systems Reaction Tubes

Catalogue Number (REF): LRXT ]
Siemens Material Number (SMN): 10385208

Classification: General IVD

Conformity Assessment Route: ANNEX {11

Document ldentifier: DoC_IMMULITE 2000_RxnTubes

Version: 4.0

H

||l|ii||a

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.
Digitally signed by Ryan Sherrie

Rya n S h e r ri e DN: serialNumber=Z0026ZFR, givenName=Sherrie,

Sherrie Ryan ‘
Sr Manager Regulatory Affiars 3,
Siemens Healthcare DiagnosticsinE. «
Newark, DE 19714 :

Signature:

Document No. DoC_IMMULITE 2000_RxnTubes Ver. 4.0 Page 1 of 1



EC Declaration of Conformity
aceording to directive 98/79/EC, Annex I

Manufacturer:

Siemens Healthcare Diagnostics Inc.
5210 Pacific Concourse Drive
Los Angeles, CA 90045-6900
U.S.A,

We declare under sole responsibility that the following device to which this declaration relates,
meets the essential health and safety requirements and is in conformity with the relevant sections
of applicable EC standards and other normative documents. If changes are made to the product

which is covered by this declaration of conformity, the declaration of conformity is no longer
valid.

Device type: In Vitro Diagnostic Medical Device
Device name: IMMULITE® 2000 Chemiluminescent Substrate
Catalog number; L2SUBM

National and other
standards and technical EN 375, EN 980, ISOQ 13485, EN 13612, EN 13640, EN 13641
specifications: IS0 14971, ISQO/IEC 17050-1, 2, EN 17511, 21 CFR 820

*

EU Representative: Siemens Healthcare Diagnostics Limited
Faraday House
Sir William Siemens Square, Frimley .
Camberley, GU16 8QD -
United Kingdom

Signature/Date of /%/
Manufacturer or ‘ dizr/j:]//i

Responsible Party: / - Signature Date

Name/Title of Signatory: k G }7,/' e /7/?}1& ‘- %&A—m Pvgefeg

Print Name Title

VAT
EShEs

Ed. 00 RA-018-A EfT.Dalc#gf *

August [3, 2009 &




BIO-RAD LABORATORIES
CLINICAL DIAGNOSTICS GROUP
EC DECLARATION OF CONFORMITY

MANUFACTURER: Bio-Rad Laboratories, QSD
ADDRESS: Bio-Rad Laboratories, GSD
9500 Jeronimo Rd,
irvine CA 92618
EUROPEAN AUTHORIZED Blo-Rad
REPRESENTATIVE: 3, Boulevard Raymond Poincare

Marnes-la-Coquette, France 92430
PRODUCT{S) NAME(S) and CATALOG NUMBER(S):

Lyphochek® Immunoassay Plus Control Catalog Number: 370, 371, 372, 373, 370X
CLASSIFICATION: L o e
CJ ANNEX 11-A [J DEVICE FOR SELF TESTIN

X ANNEX 1I-B [J OTHER DEVICE

CONFORMITY ROQUTE

] ANNEX 1]

Xl ANNEX 1V.3 Full Quality System

] ANNEX IV.4 Product Design Examination EC CERTIFICATE No.: 19347-1
Name of Notified Body : LNE/G-MED
Notified Body |dentification No.: 0458
Expiration Date : 27.11.2013

[ ANNEX V Type Examination EC CERTIFICATE No.:
Name of Notified Body :
fe7 B Notified Body Identification No.:

A Expiration Date:
] ANNEX VIl Production Quality System

5 -
NEYY PRODUCT(S) (Notification according to article 10 point 4) CIYES X NO

GENERIC DEVICE GROUP CODE:

EDMS Nemenclature: 12-50-01-30
GMDN Nomenclature: None

GENERIC DEVICE GROUP TERM (EDMS Nomenclature): Multi Constituents Immunochemistry Gontrols
We hereby declare that the above mentioned product(s) meet(s) the provisions of the foliowing Directives

APPLICABLE DIRECTIVE:

Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in vitro Diagnostic medical
devices

APPLICABLE HARMONIZED STANDARDS:

EN 13841:2002 EN 980: 2008
ENISO 14974: 2007 EN 13486:2003
EN 150'16225:2000 EN 13612:2002
EN 375:2001 EN 13840:2002
e o
AV rZ - /
Q\fi””"f/t// 1EVINE (A ULA i%/ﬂ/lﬁ'
Signature Issued in " Date
Vasif Vora Regulatory Affairs Representative
Name Function

iThis document contains proprietary information. Do not reproduce, transfer to other documents, or disclose to others without prior
i authorization,
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