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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:

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
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd.

Chapel Lane
Swords, Co. Dublin, Ireland

IMMULITE® 2000 AFP
L2KAP2, L2KAFG

10381187,10381184

ANNEX 1I, List B

ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 AFP

04

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:

Digitally signed by Robak Malgorzats
DN serialNamber= ZOO20NKF,
Robak
M | ata ;nfkob.-k Malgjor zata . .
a gorz Date 1«)1907{?)507959‘0100 _2“1 (!_( l_{'_::::
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

Document No. EC DEC_IMMULITE® 2000 AFP Ver. 04

Page 1 ¢f 1
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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:

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd.

Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE® 2000 Anti-HBs
L2KAH2

10381318

ANNEX II, List A

ANNEX 1V

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 Anti-HBs

03

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:

rgutally sigrred by Robak Makgorata
NKF.

Robak Mal gorz ata giaobak e S ate

ason:| am approving this document

Date: 2019.08.23 11.49 44 +01°00 201 9-()8-23
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd, LL55 4EL, UK
Page 1 of 1

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




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:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

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

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

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

IMMULITE 2000 Anti-TG Ab

L2KTG2
L2KTG6

10381659

10381655

General IVD

ANNEX Il

EC DEC_IMM 2000 Anti-TG Ab L2KTG

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.

Signature:

Ougitally signed by Robak Malgorzata
ON senalNumber= ZO020HKF, givenName=Malgorzata,

Ro ba k M a I g O rzat a sa=Robak, o=Semens, cn=:Rabak Malgorzata

Reason: | am approving th s document

Date: 2019.02.04 14:35:36 7 201 9_02 -04
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

Document No. EC DEC_IMM 2000 Anti-TG Ab L2KTG  Ver. 02 Page 1 of 1
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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.

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

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

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

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

IMMULITE 2000 Anti-TPO Ab

L2KTO2
L2KTO6

10381650

10381649

General IVD

ANNEX IHl

EC DEC_IMM 2000 Anti-TPO Ab L2KTO

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.

Signature:

Document No. EC DEC_IMM 2000 Anti-TPO Ab L2KTO Ver. 02

Digtally signed by Robak Malgorzata

Dby setiarNy ber=Z20020NKF,
Robak oo,
cn=Robak Malgorzata
Malgorzata oo am it s e 2019-02-04
Malgorzata Robak Date
Regulatory Affairs Supervisor
guratory P [YYYY-MM-DD]

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

Page 1 of 1



g‘fw B4

S ERS

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

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

EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing 1.td.
Chapel Lane
Swords, Co. Dublin, Ireland

Product Name: IMMULITE 2000 CEA
Catalogue Number (REF): L2KCE2
L2KCES

Siemens Material Number (SMN): 10380994

10380995
Classification: General IVD
Conformity Assessment Route: ANNEX 1l
Document Identifier: EC DEC_IMM 2000 CEA L2KCE
Version: 02

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 Fobak Malgorzata

DN serialNumber=20020NKF, givenMame =Malgorzata
. ) sn=Hobiak, 0=Siemens, cr=Robak Ma.gorzate
Signature: Robak Malgorzata o ey e 2019-01-29
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

Document No. EC DEC_IMM 2000 CEA L2KCE Ver. 02 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 Number (SMN):

Classitication:
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 Nc. 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 declaration supersedes any declaration issued previously for the same product.

Signature:

Document No. EC DEC_{MMULITE® 2000 CMV IgG  Ver. 03

Digitally sit-ed by Robak Makjorzata

Robak XA e,

cnzHobak Malgorzata
Malgorzata s 2019-09-19
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd, LL55 4EL, UK

Fage 1 of 1
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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:

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 IgM

L2KCM2

10381320

ANNEX Il, 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 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:

Document No. EC DEC_IMMULITE® 2000 CMV IgM  Ver. 03

(ngitally signed by Hobak Malgarzata
DN Z0020NKF

RO ba k M a I g;o r‘zata sziv:Roblk o=Siemens, cn=Robak Malgorzata ‘

Reason: | am approving this documnent

{ate: 2019.08 13 16 24:0) <01 (¥ _2_OJJEEO_23: ] 3 -
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd, LL55 4EL, UK
Page 1 of 1
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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.

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

Product Name: IMMULITE 2000 Free T3
Catalogue Number (REF): L2KF32
L2KF36
Siemens Material Number (SMN): 10381675
10381682
Classification: General IVD
Conformity Assessment Route: ANNEX [l
Document Identifier: EC DEC_IMM 2000 Free T3 L2KF3
Version: 02

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

Digitally sigred by Robak Malgor 7ata
Robak oo N
- . M I t ;j%w"ﬁ;m‘ in=Robak rv:’algo‘vula X
Signature: algorzata Rosson. | p919vig 1< doturoan 2019-01-30
Malgorzata Robak Date
Regulatory Affairs Supervisor
guatory P [YYYY-MM-DD]

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

Document No. EC DEC_IMM 2000 Free T3 L2KF3 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 Manufacturer:

Place of Manufacture:

EU Authorized Representative:

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 resp

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwyredd, LL55 4EL, UK

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

IMMULITE 2000 Free T4

L2KFT42
L2KFT46

10381678

10381677

General IVD

ANNEX 1]

EC DEC_IMM 2000 Free T4 L2KFT4

02

This declaration supersedes an y declaration issued previously for the same product.

Signature:

Uxgitally signedt by Robak Mafgorzata
DN: serialNumber=20020NKF

onsibility of Siemens Healthcare Diagnostics Products Ltd.

giveniName=Malgozata, sn=Robak, 0= Sjemens,
Robak Malgorzata s e 2019-01-30
Date: 2019.01.30 22.40:27 7
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

Document No. EC DEC_IMM 2000 Free T4 L2KFT4 Ver. 02

Page 1 of 1
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EU Declaration of Conformity

We hereby declare that the product described below conforms to ail applicable requirements
of Council Directive 88/79/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 Ltd.
Chapel Lane
Swords, Co. Dublin, Ireland

Product Name: IMMULITE 2000 GI-MA

Catalogue Number (REF): L2KGI2

Siemens Material Number (SMN): 10380988

Classification: General IVD

Conformity Assessment Route: ANNEX HI

Document Identifier: EC DEC_IMM 2000 GI-MA L2KGI
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.

Dxgutally signed by Robak Malgor zata

RO ba k M a I g orz ata T Rouak. o= Siemens, cn=Robak Malgorzeta

Signature: o o or 31 15 amers 2019-01-31
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

Document No. EC DEC_IMM 2000 GI-MA L2KG1 Ver. 02 Page 1 of 1



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

0197

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 Heal,

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 HBsAg
L2KHB2

10381306

ANNEX 11, List A

ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 HBsAg

03

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

Signature:

thcare Diagnostics Products Ltd.

Oigitally igned by Robak Malgarzata
Robak T A
Malgorzata B s et
g Date 2019.09.26 22:54:24 +01 00" 20 1 9'09‘26
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

Document No. EC DEC_IMMULITE® 2000 HBsAg Ver. 03

Page 1 of 1
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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.

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

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 H. pylori IgG

L2KHPG2
L2KHPG6

10381336

10381335

General IVD

ANNEX HI

EC DEC_IMM 2000 H. pylori IgG L2ZKHPG

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.

Signature:

Digially signed by Robak Malgorzata
DN: seriaiNumber= ZOO20NKF,
Robak
M I t ;:\:Ruba‘kMalgorlam -
\eason: | am approving this docurent
d gorza a Dire: 10120201 1018472 2019-02-01
Malgorzata Robak Date
Regulatory Affairs Supervisor
gu'atory p [YYYY-MM-DD]

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

Document No. EC DEC_IMM 2000 H. pylori IgG L2KHPG Ver. 02

Page 1 of 1
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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:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

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

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

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

IMMULITE 2000 Herpes I & Il IgG

L2KHVG6

10381333

General IVD

ANNEX HI

EC DEC_IMM 2000 Herpes ! & Il IgG L2ZKHVG

02

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

Signature:

Digitally signed by Rubak Malgorzata
ON: serlalNumber=Z0020NKF,

Robak Malgorzata s>

boe 2soronontor " 2019-02-01

Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

Document No. EC DEC_IMM 2000 Herpes | & Il IgG L2KHVG  Ver. 02

Page 1 of 1
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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.

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

Product Name: IMMULITE 2000 Total IgE
Catalogue Number (REF): L2KIE2
L2KIEB

Siemens Material Number (SMN): 10380873

10380872
Classification: General VD
Conformity Assessment Route: ANNEX Il
Document Identifier: EC DEC_IMM 2000 Total IgE L2KIE
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,

Digitally signed 5y Kubak Malgo-zata

ON: serialNumber=700 20NKF,
Robak
. . z‘n:»(onak Malgorzata
Signature: Malgorzata o e s i docurent 2019-02-01
Malgorzata Robak Date
Regulatory Affairs Supervisor )
guatory P [YYYY-MM-DD]

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

Document No. EC DEC_IMM 2000 Total IgE L2KIE Ver. 02 Page 1 of 1



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:

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
Lianberis, Gwyredd, 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 PSA
L2KPS2, L2KPS6

10380986, 10380996

ANNEX [l, List B
ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 PSA

03

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

Signature:

,

!

1

il

Digitally signed by Rovak Malgor zata
RO ba k DN: serialNumber=Z0020NKF,
givenNeme=Malgorzata, sn=Robak, o=Siemens,
cr=Robak Malgorzata -~
Malgorzata Reason: 1 am approving tis document 2019-09-25
Date: 2019.09.25 09:58:23 +01°00"
Malgorzata Robak Date

Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd.

Llanberis, Gwynedd, LL55 4EL, UK

Document No. EC DEC_IMMULITE® 2000 PSA Ver. 03

[YYYY-MM-DD]




EU Declaration of Conformity

We hereby declare that the product described below conforms to all
of Council Directive 98/79/EC for in vitro diagnostic medi

0197

applicable requirements
cal 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 ldentifier:

Version:

This declaration of conformity is issued under the sole responsibility of Siemens Healthc

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 Ltd.

Chapel Lane
Swords, Co. Dublin, Ireland

IMMULITE® 2000 Free PSA
L2KPF2

10380984

ANNEX II, List B

ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 Free PSA

03

This declaration supersedes an y declaration issued previously for the same product.

Signature:

Robak Malgorzata -

201 9-0!?‘-23

Malgorzata Robak

Regulatory Affairs Supervisor

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

Document No. EC DEC_IMMULITE® 2000 Free PSA Ver. 03

are Diagnostics Products Ltd.

[YYYY-MM-DD]

Page 1 of 1
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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,

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

Product Name: IMMULITE 2000 Total T3
Catalogue Number (REF): L2KT32
L2KT36

Siemens Material Number (SMN): 10381654

10381657
Classification: General IVD
Conformity Assessment Route: ANNEX Il
Document Identifier: EC DEC_IMM 2000 Total T3 L2KT3
Version: 02

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

Digitally signed by Robak Malgorzzta
DN: serlalNumber=Z00J0NKF,

Robak Malgorzata g s cser.

Signature: A 2019-02-17
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

Document No. EC DEC_IMM 2000 Total T3 L2KT3 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 Manufacturer:

Place of Manufacture:

EU Authorized Representative:

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 Lid.

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 Total T4

L2KT42
L2KT46

10381685

10381664

General IVD

ANNEX 1l

EC DEC_IMM 2000 Total T4 L2KT4

02

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

Digitally signed by Robak Malgorzata
DN =Z0020NKF, '

RO ba k M a I g’ o rz ata sn=Robak, 0=Sizmens, cn=Robak Malgorzata

Reason: | am appiaving this document

|

i ||.‘

Signature: Dale: 2019.0204 14:34.29 7 2019-02-04

Malgorzata Robak

Regulatory Affairs Supervisor

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

Date
[YYYY-MM-DD]

Cocument No. EC DEC_IMM 2000 Total T4 L2KT4 Ver. 02 Page 1 of 1



EU Declaration 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:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document ldentifier:

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 Toxoplasma Quantitative IgG
L2KTXP2

10381323

ANNEX I, List B
ANNEX IV

Lioyd'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

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:

Digitally signed by Robak Malgorrata

RO ba k DN: serialNumber=Z0020NKF,
givenName=Malgorzata, sn=Robak, o=Siemens,
cn-+Rebak Malgorzata

Ma Ig orzata Ressons | am approving thisdocument
Date: 2019.03.05 10:27:52 7

2019-03-05

Malgorzata Robak

Regulatory Affairs Supervisor

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

Document No. EC DEC_IMM 2000 Toxoplasma Quantitative 1gG L2KTXP Ver. 02

Date
[YYYY-MN-DD]

Pzage 1 of 1




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.

0088

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
Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane

Swords, Co. Dublin, Ireland

IMMULITE 2000 Toxoplasma IgM {u-Capture)
L2KTZ2

10381298

ANNEX I, 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 IgM (U-Capture) L2KTZ

02

This declaration of conformity is issued under the sole responsibility of Siemens Heatthcare Diagnostics Products [td,
This declaration supersedes any declaration issued previously for the same product.

Signature:

Dig tally signed by Robak Malgorzs ta

Ro ba k DN: seialNumber=Z0020NKF,
givenName=Malgorzata, sn=Robak, o=Siemers,
cn=Robak Malgorzata

Ma lgorza ta Reasons | am approving this document
Date: 2019.03.01 0946:33 7

2019-03-01

Malgorzata Robalc

Regulatory Affairs Supervisor

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

Document No. EC DEC_IMM 2000 Toxoplasma IgM (p-Capture) L2KTZ  Ver. 02

[YYYY-MM-DD]

Page 1 of 1




EU Declaration of Conformity

We hereby declare that the products described below conform to ali 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:

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 Third Generation TSH

L2KTS2
L2KTS6

10381665

10381667

General IVD

ANNEX 1l

EC DEC_IMM 2000 Third Generation TSH L2KTS

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.

Signature:

Digttally signed by Fobak Malg >rzata
DN: senalNumber=Z0020NKF,
Robak o amberzoonc "
M I t :n:ﬁobakmlgovzau
eaton: i am roving this document
algorzaia oy o do 2019-02-17
Malgorzata Robak Date
Regulatory Affairs Supervisor ,
gutatory P [YYYY-MM-DD]

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

Document No. EC DEC_IMM 2000 Third Generation TSH L2KTS  Ver. 02

Page 1 of 1




Siemens Healthcare Diagnostics

S I E M E N S Products GmbH

Konformitiatserkldrung Declaration of Conformity

C€

Wir erklaren higrmit, dass die unten angegebenen In-vitro- | We heneby declare that the in vitro diagnostic devices

‘ Diagnostika-Produkte mit den Grundlegenden described below conforms to alf applicable Essential
Anforderungen der Richtlinie 88/79/EG des Europdischen | Requirements of Directive 98/79/EC on in vitro Diagnostic

i Parlaments und des Rates Uber In-vitro-Diagnostika Medical Devices and accordance was shown by conformity

Ubereinstimmen und die Anforderungen gemaR Annex il | assessment procedures of Annex I,

’ erfiilt werden.
Produktname (deutsch): Product name (English):
| IMMULITE 2000 / IMMULITE 2500 Reinigungsmodul | IMMULITE 2000/ IMMULITE 2500 Probe Cleaning Kit |
Produkt-Nr. / Product No. (REF):
_ L2KPM j
PackungsgréRe(n) / Package Size(s) (REF):
L2KPM |
IVD-Kategorie / IVD Category:
[ Sonstige | Others |

Hersteller / Manufacturer:

Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschiand): Address (infernationai):
Siemens Healthcare Diagnostics Products GmbH Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76 Emil-von-Behring-Str. 76
35041 Marburg 35041 Marburg
P Gemany

Bestitigung / Authorization:
Director Quality/Regulatory

) A

Unterschrift / Signature

Dr. J6rg 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



Siemens Healthcare Diagnostics
Products GmbH

Konformitétserklarung Declaration of Conformity

Wir erkidren hiermit, dass die unten angegebenen In-vitro- | We hereby declare that the in vitro diagnostic devices
Diagnostika-Produkte mit den Grundlegenden described below conforms to all applicable Essential
Anforderungen der Richtlinie 98/79/EG des Europaischen Reguirements of Directive 98/79/EC on in vitro Diagnostic
Parlaments und des Rates (iber In-vitro-Diagnostika Medical Devices and accordance was shown by conformity
ubereinstimmen und die Anforderungen gema Annex lil | assessment procedures of Annex i1,
erfillt werden.
Produktname (deutsch): Product name (English):

[ IMMULITE 2000 / IMMULITE 2500 Waschmodul [ IMMULITE 2000 / IMMULITE 2500 Probe Wash Module |

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

L2PWSM
PackungsgrdBe(n) / Package Size(s) (REF):
L2PWSM
IVD-Kategorie / IVD Category:
[ Sonstige | Others ]
Hersteller / Manufacturer:
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
Gemany

Bestatigung / Authorization:
Director Quality/Regulatory

AL

UntErschrift / Signature

Dr. J6érg Amborn

Name /Name

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

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



EU Declaration of Conformity

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

Legal Manufacturer:

Place of Manufacture:

EC Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

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

CARCLO TECHNICAL PLASTICS
Grant Road
Tucson, AZ 85705, USA

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

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

IMMULITE 2000 Systems Reaction Tubes
LRXT

10385206

General VD

ANNEX IlI

DoC_IMMULITE 2000_RxnTubes

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.

Signature:

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

Digitally signed by Ryan Sherrie

L]
DN: serialNumber=Z0026ZFR, giver Name:==Sherrie,
ya n e rrl e sn=Ryan, o=Siemens, cn=Ryan Sherrie

Date: 2019.05.21 09:12:46 -04'00

Sherrie Ryan Date

Sr Manager Regulatory Affiars [YYYY-MM-DD]
Siemens Healthcare Diagnostics Inc.

Newark, DE 19714




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:

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 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 declaration supersedes any declaration issued previously for the same product.

Signature:

Digitally signed by Robak Malgor zata
ON: serialNumber=200 2C NKF,

Robak Malgorzata :sasss =

s 2019-02-13
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

Document No. EC DEC_IMM 2000 Substrate L2SUBM Ver. 07
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