SIEMENS

EU Declaration of Conformity

Digitally signed by Chicu Natalia
Date: 2021.03.11 15:38:22 EET
Reason: MoldSign Signature

Tocatiom Motdova

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, 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 3g Allergy Specific IgE Universal Kit

L2KUNG

10380875

General IVD

ANNEX Il

EC DEC_IMM 2000 3g Allergy Specific IgE Universal Kit LZKUN

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 Malgorzata

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

Ma | g Orzata Reason: | am approving this document

Date: 2019.02.17 22:15:03 Z

2019-02-17

Malgorzata Robak

Regulatory Affairs Supervisor

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

Document No. EC DEC_IMM 2000 3g Allergy Specific IgE Universal Kit L2ZKUN Ver. 02

[YYYY-MM-DD]

Page 1 of 1

||IIIII|\


szymma15
Typewritten Text
2019-02-17


SIEMENS

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, 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 ACTH

L2KAC2

10381468

General IVD

ANNEX Il

EC DEC_IMM 2000 ACTH L2KAC

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 Malgorzata
DN; 0020NKF, gi

Robak Malgorzata s st o

P gprou i docert 2019-01-28
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 ACTH L2KAC Ver. 02

Page 1 of 1

||IIIII|\


szymma15
Typewritten Text
2019-01-28


SIEMENS

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, L2KAP6

10381187,10381184

ANNEX II, List B
ANNEX IV

TOV 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 Malgorzata
Ro ba k D_r?:tseriyamgumbery:zoozonkﬁg ' )
M I r t ;n:Robalk Malgorzat.a ‘h’; VU; e
eason: | am approvin is document
a go Za a Date:2019.07.??16:079:59+01'00' ::! !:I 5 !_! ! Z_: ::Z
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

Document No. EC DEC_IMMULITE® 2000 AFP Ver. 04

Page 1 of 1
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szymma15
Typewritten Text
2019-07-22


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
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 Anti-HBc

Catalogue Number (REF): L2KHC2

Siemens Material Number (SMN): 10381311

Classification: ANNEX II, List A
Conformity Assessment Route: ANNEX IV
Notified Body: TOV 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 is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.
This declaration supersedes any declaration issued previously for the same product.

o
||IIIII|\

Digitally signed by Robak Malgorzat: —_———
RO b a k Dlr\?:lsZr?,alsll\lgunr:berizgogONKaF,g ot —_—
givenName=Malgorzata, sn=Robak, T ———
Si nature- M I t ;:Siemelns,(n:Robéka‘!gzrzata E E E
- eason: | am aj roving this document
9 a gorza a Date 2019.09.96 225636 10100 201 9'09_26
Malgorzata Robak Date = =
Regulatory Affairs Supervisor [YYYY-MM-DD] = =

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

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


szymma15
Typewritten Text
2019-09-26


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-HBs

L2KAH2

10381318

ANNEX II, List A
ANNEX IV

TOV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 Anti-HBs

03

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

Signature:

Digitally signed by Robak Malgorzata
: NKF,

Robak Malgorzata roba o-Samanscn-osak Mgt

Reason: | am approving this document

Date: 2019.08.23 11:49:44 +01'00"

2019-08-23
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

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

||IIIII|\


szymma15
Typewritten Text
2019-08-23


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:

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 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:

Digitally signed by Robak Malgorzata
DN: seri '0020NKF, gir

Robak Malgorzata ;s oun

Reason: | am approving this document

Date: 2019.02.04 14:35:36 Z 2019-02-04

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

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

||IIIII|\
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szymma15
Typewritten Text
2019-02-04


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:

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 Anti-TPO Ab

L2KTO2
L2KTO6

10381650

10381649

General IVD

ANNEX Il

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:

Digitally signed by Robak Malgorzata
RO ba k DN: serialNumber=Z0020NKF,

ata, sn=Robak, o=Siemens,

giver
cn=Robak Malgorzata

Ma Igorzata Reason: | am approving this document 2019-02_04

Date: 2019.02.04 14:37:08 Z

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Anti-TPO Ab L2KTO Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-02-04


SIEMENS
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:
Glyn Rhonwy

Siemens Healthcare Diagnostics Products Ltd.

Llanberis, Gwynedd, LL55 4EL, UK

Place of Manufacture:
Glyn Rhonwy

Siemens Healthcare Diagnostics Products Ltd.

Llanberis, Gwynedd, LL55 4EL, UK

EU Authorized Representative:
Chapel Lane

Siemens Healthcare Diagnostics Manufacturing Ltd.

Swords, Co. Dublin, Ireland

Product Name:

Catalogue Number (REF): L2KBR2
Siemens Material Number (SMN): 10380983
Classification: General IVD
Conformity Assessment Route: ANNEX IlI

Document Identifier:

Version: 02

IMMULITE 2000 BR-MA

EC DEC_IMM 2000 BR-MA L2KBR

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.

Robak DN seraNmber 200N,
. - =Robak Malgorzata
Signature: Reston 13m spproving this documen -01-
g Malgorzata I’;a(e:zozg.m.;gH:ZSg:S(:Zd ' 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 BR-MA L2KBR Ver. 02

Page 1 of 1
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szymma15
Typewritten Text
2019-01-29


SIEMENS

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, 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 Calcitonin
L2KCL2

10381446

General IVD

ANNEX Il

EC DEC_IMM 2000 Calcitonin L2KCL

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 Malgorzata
0020NKF, git

Robak Mal gorza ta el oS oL Ml

o LT Sk 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 Calcitonin L2ZKCL Ver. 02

Page 1 of 1
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szymma15
Typewritten Text
2019-01-29


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: 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 CEA
Catalogue Number (REF): L2KCE2
L2KCE6

Siemens Material Number (SMN): 10380994

10380995
Classification: General IVD
Conformity Assessment Route: ANNEX Il
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 Ltd.
This declaration supersedes any declaration issued previously for the same product.

Digitally signed by Robak Malgorzata
: seri 0020NKF, gi

DN:

RO ba k M a I g Orzata sh=robsk o=siemens, cn-robak Malgorzata
R : | ing this d it - -
Date: 20100120 1234537 2019-01-29

Signature:

Malgorzata Robak

Regulatory Affairs Supervisor

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

Date
[YYYY-MM-DD]

Document No. EC DEC_IMM 2000 CEA L2KCE Ver. 02 Page 1 of 1

||IIIII|\
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szymma15
Typewritten Text
2019-01-29


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
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 CMV IgG

Catalogue Number (REF): L2KCVG2

Siemens Material Number (SMN): 10381309

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

Tillystrasse 2
90431 Nuremberg, Germany
Identification No. 0197

Document Identifier: EC DEC_IMMULITE® 2000 CMV 1gG

Version: 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.

o
||IIIII|\

igitally signed by Robak Mall —_—
Robak DN sermiNumber_Z00NKE, —_—
giver sn=Robak, 3 = — =
. cn=Robak Malgorzata = = =
M Reason: | am approving this documen == =
Signature Malgorzata Kol oo o 2019-09-19
Malgorzata Robak Date = =
Regulatory Affairs Supervisor [YYYY-MM-DD] = =

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

Document No. EC DEC_IMMULITE® 2000 CMV IgG Ver. 03 Page 1 of 1


szymma15
Typewritten Text
2019-09-19


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
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 CMV IgM

Catalogue Number (REF): L2KCM2

Siemens Material Number (SMN): 10381320

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

Tillystrasse 2
90431 Nuremberg, Germany
Identification No. 0197

Document Identifier: EC DEC_IMMULITE® 2000 CMV IgM

Version: 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.

o
||IIIII|\

Digitally signed by Robak Malgorzata
: seri 0020NKF, gi

Robak Malgorzata Smhohak orSemens, cr-Robak Wloarat

Reason: | am approving this document

Signature:

Date: 2019.08.13 16:24:01 +01'00"
2019-08-13
Malgorzata Robak Date = =
Regulatory Affairs Supervisor [YYYY-MM-DD] = =

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

Document No. EC DEC_IMMULITE® 2000 CMV IgM  Ver. 03 Page 1 of 1


szymma15
Typewritten Text
2019-08-13


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:

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 Cortisol

L2KCO2
L2KCO6

10381476

10381480

General IVD

ANNEX Il

EC DEC_IMM 2000 Cortisol L2KCO

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 Malgorzata
DN: serialNumber=Z0020NKF, givenName=Malgorzata,

RO b a k M a I g O rZa ta sn=Robak, o=Siemens, cn=Robak Malgorzata

Reason: | am approving this document

Date: 2019.01.29 12:55:46 Z 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 Cortisol L2ZKCO Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-01-29


SIEMENS

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, 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 C-Peptide

L2KPEP2

10381450

General IVD

ANNEX Il

EC DEC_IMM 2000 C-Peptide L2KPEP

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 Malgorzata
RO ba k DN: serialNumber=Z0020NKF,

givenName=Malgorzata, sn=Robak,

o=Siemens, cn=Robak Malgorzata

Ma Igorzata Reason: | am approving this document

Date: 2019.02.01 13:01:11 Z 2019'02'01

Malgorzata Robak

Regulatory Affairs Supervisor

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

Date

Document No. EC DEC_IMM 2000 C-Peptide L2KPEP Ver. 02

[YYYY-MM-DD]

Page 1 of 1
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szymma15
Typewritten Text
2019-02-01


SIEMENS

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, 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 D-Dimer

L2KDD2

10381041

General IVD

ANNEX Il

EC DEC_IMM 2000 D-Dimer L2KDD

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 Malgorzata
RO ba k DN: serialNumber=Z0020NKF,

sn=Robak, 0=Sit

g
cn=Robak Malgorzata

Malgorzata Reason: | am approving this document 2019_01_30

Date: 2019.01.30 22:07:14 Z

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 D-Dimer L2KDD Ver. 02 Page 1 of 1

||IIIII|\


szymma15
Typewritten Text
2019-01-30


SIEMENS

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, 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 DHEA-SO4

L2KDS2

10381193

General IVD

ANNEX Il

EC DEC_IMM 2000 DHEA-SO4 L2KDS

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 Malgorzata
DN: 0020NKF, gi

Robak Mal gorzata in-abok o-Semens, ook Malgorats

Re 0| ing this di t
Dater 20190130 1699427 2019-01-30

Malgorzata Robak

Regulatory Affairs Supervisor

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

Date

Document No. EC DEC_IMM 2000 DHEA-SO4 L2KDS Ver. 02

[YYYY-MM-DD]

Page 1 of 1

||IIIII|\
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szymma15
Typewritten Text
2019-01-30


SIEMENS

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, 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 EBV-EBNA IgG

L2KEB2

10381307

General IVD

ANNEX Il

EC DEC_IMM 2000 EBV-EBNA 1gG L2KEB

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 Malgorzata
DN 20NKF,

Robak Mal gOrZata s-sobmoimens cxtobciigo

Reason: | am approving this document

Date: 2019.01.30 22:14:36 Z 2019-01-30

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 EBV-EBNA IgG L2KEB Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-01-30


SIEMENS

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, 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 EBV-VCA IgG

L2KVG2

10381330

General IVD

ANNEX Il

EC DEC_IMM 2000 EBV-VCA IgG L2KVG

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 Malgorzata
DN: serialNumber=Z0020NKF, giver

Robak Malgorzata ;- e

Reason: | am approving this document

Date: 2019.02.17 23:28:04 Z 2019-02-17

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 EBV-VCA IgG L2KVG Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-02-17


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:

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 Estradiol

L2KE22
L2KE26

10381178

10381177

General IVD

ANNEX Il

EC DEC_IMM 2000 Estradiol L2KE2

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 Malgorzata

D "
RO ba k M a I g Orzata sn-robak o=Siemens,cn=nobak Malgorzata
ing this d
B s0ra015032 10082 2019-01-30

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Estradiol L2KE2 Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-01-30


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:

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 Ferritin

L2KFE2
L2KFE6

10380908

10380906

General IVD

ANNEX Il

EC DEC_IMM 2000 Ferritin L2ZKFE

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 Malgorzata
RO ba k DN: serialNumber=Z0020NKF,

n=Robak, 0=Si

giver
cn=Robak Malgorzata

Ma|gorzata Reason | am approving this document 2019-01-30

Date: 2019.01.30 22:48:15 Z

Malgorzata Robak

Regulatory Affairs Supervisor

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

Date
[YYYY-MM-DD]

Document No. EC DEC_IMM 2000 Ferritin L2ZKFE Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-01-30


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:

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 Folic Acid

L2KFO2
L2KFO6

10380911

10380912

General IVD

ANNEX Il

EC DEC_IMM 2000 Folic Acid L2KFO

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 Malgorzata
: seri ONKF,

DN
RO ba k M a I g orza ta sn=Robak, o=Siemens, cn=Robak Malgorzata
s T S b 2019-01-30

Malgorzata Robak

Regulatory Affairs Supervisor

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

Date
[YYYY-MM-DD]

Document No. EC DEC_IMM 2000 Folic Acid L2ZKFO Ver. 02 Page 1 of 1
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2019-01-30


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:

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 Free Beta HCG

L2KFB2

10381175

ANNEX II, List B
ANNEX IV

TOV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 Free Beta HCG

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:

Document No. EC DEC_IMMULITE® 2000 Free Beta HCG Ver. 04

Digitally signed by Owen Kevin
: seri 002027F,

M DN:
wen Kevin
Reason: | am approving this document

Date: 2019.07.26 09:56:07 +01'00"

, sn=Owen, , cn=Owen

Kevin Owen

Head of Quality Management

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

Date
[YYYY-MM-DD]

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: 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: IIMMULITE® 2000 Free PSA

Catalogue Number (REF): L2KPF2

Siemens Material Number (SMN): 10380984

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

Tillystrasse 2
90431 Nuremberg, Germany
Identification No. 0197

Document Identifier: EC DEC_IMMULITE® 2000 Free PSA

Version: 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.

o
||IIIII|\

Digitally signed by Robak Malgorzata
DN:

Robak Ma |g OFZAta snrobeko-siemens en-Roboak lgoreta

Signature: =T P 2019-09-23
Malgorzata Robak Date = =
Regulatory Affairs Supervisor [YYYY-MM-DD] = =

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

Document No. EC DEC_IMMULITE® 2000 Free PSA Ver. 03 Page 1 of 1


szymma15
Typewritten Text
2019-09-23


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:

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 Free T3

L2KF32
L2KF36

10381675

10381682

General IVD

ANNEX Il

EC DEC_IMM 2000 Free T3 L2KF3

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 Malgorzata

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

Ma Ig O rzata Reason: | am approving this document 2019_01_30

Date: 2019.01.30 22:50:39 Z

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Free T3 L2KF3 Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-01-30


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:

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 Free T4

L2KFT42
L2KFT46

10381678

10381677

General IVD

ANNEX Il

EC DEC_IMM 2000 Free T4 L2KFT4

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 Malgorzata
DN: serialNumber=Z0020NKF,

Robak Malgorzata s = 2019-01-30

Date: 2019.01.30 22:40:27 Z

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Free T4 L2KFT4 Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-01-30


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:

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 FSH

L2KFS2
L2KFS6

10381201

10381180

General IVD

ANNEX Il

EC DEC_IMM 2000 FSH L2KFS

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 Malgorzata

DN: '0020NKF,
RO ba k M a I g (o) rzata sn=Robak, o=Siemens, cn=Robak Malgorzata
Boesotsorsomaiz 2019-01-30

Malgorzata Robak

Regulatory Affairs Supervisor

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

Date
[YYYY-MM-DD]

Document No. EC DEC_IMM 2000 FSH L2KFS Ver. 02 Page 1 of 1
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Typewritten Text
2019-01-30


SIEMENS

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, 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 GI-MA

L2KGI2

10380988

General IVD

ANNEX Il

EC DEC_IMM 2000 GI-MA L2KGI

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 Malgorzata
: seri 20NKF, gis

Ro ba k M a | g o rza ta Is)nNzknbak, o=Siemens, cn=Robak Malgorzata

Reason: | am approving this document

Date: 2019.01.31 15:40:57 Z 2019-01'31

Malgorzata Robak

Regulatory Affairs Supervisor

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

Date
[YYYY-MM-DD]

Document No. EC DEC_IMM 2000 GI-MA L2KGI Ver. 02 Page 1 of 1
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2019-01-31


SIEMENS

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, 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 Growth Hormone (hGH)

L2KGRH2

10381451

General IVD

ANNEX Il

EC DEC_IMM 2000 Growth Hormone (hGH) L2KGRH

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 Malgorzata

RO ba k DN: serialNumber=Z0020NKF,

givenName=Malgorzata, sn=Robak, o=Siemens,
cn=Robak Malgorzata

Ma Igorzata Reason: | am approving this document 2019-01-31

Date: 2019.01.31 15:44:10 Z

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Growth Hormone (hGH) L2ZKGRH Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-01-31


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
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 HBsAg

Catalogue Number (REF): L2KHB2

Siemens Material Number (SMN): 10381306

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

Tillystrasse 2
90431 Nuremberg, Germany
Identification No. 0197

Document Identifier: EC DEC_IMMULITE® 2000 HBsAg

Version: 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.

o
||IIIII|\

Robak DN seramber 2o K —

i sn=Robak, 3 = —_— =

Signature: Mal t Restos 1 am approing this document ==—£5
9 ) a gorza a Da:e?lbW;.O;gg;Z:SA?M +01'00" 201 9'09'26

Malgorzata Robak Date = =

Regulatory Affairs Supervisor [YYYY-MM-DD] = =

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

Document No. EC DEC_IMMULITE® 2000 HBsAg Ver. 03 Page 1 of 1
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2019-09-26


SIEMENS
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: 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 HCG

Catalogue Number (REF): L2KCG2, L2KCG6

Siemens Material Number (SMN): 10381206, 10381194

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

Tillystrasse 2
90431 Nuremberg, Germany
Identification No. 0197

Document Identifier: EC DEC_IMMULITE® 2000 HCG

Version: 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.

Digitally signed by Robak Malgorzata
DN: serialNumber=Z0020NKF, givenName=Malgorzata,

=Rob: =Si , cn=Robak Mal
Robak Malgorzata juis e i e

o
{11 I“
||IIIII|\

Signature: Location: LLB -
Date: 2019.08.08 09:37:07 +01'00' ::! ! | ! !_! !8_! !8
Malgorzata Robak Date = =
Regulatory Affairs Supervisor [YYYY-MM-DD] = =

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

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


szymma15
Typewritten Text
2019-08-08


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:

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 Il

EC DEC_IMM 2000 H. pylori IgG L2KHPG

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 Malgorzata
RO b a k DN: serialNumber=Z0020NKF,
givenName=Malgorzata, sn=Robak, o=Siemens,
M a | O r ata cn=Robak Malgorzata
Reason: | am approving this document
gorz o3y T 2019-02-01

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 H. pylori IgG L2ZKHPG Ver. 02 Page 1 of 1
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SIEMENS

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, 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 Herpes | & 11 IgG

L2KHVG6

10381333

General IVD

ANNEX Il

EC DEC_IMM 2000 Herpes | & Il 1I9G L2KHVG

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 Malgorzata
DN: serialNumber=Z0020NKF,

i =Robak,
Robak Malgorzata g
3 i his di
Do so1903 o 10 0 ot 2019-02-01

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Herpes | & 11 1IgG L2KHVG Ver. 02 Page 1 of 1

||IIIII|\


szymma15
Typewritten Text
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SIEMENS

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, 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 Homocysteine

L2KHO2

10381040

General IVD

ANNEX Il

EC DEC_IMM 2000 Homocysteine L2KHO

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 Malgorzata
RO ba k DN: serialNumber=Z0020NKF,

givenName=Malgorzata, sn=Robak,

o=Siemens, cn=Robak Malgorzata

Malgorzata Reason: | am approving this document 2019_01_31

Date: 2019.01.31 15:49:04 Z

Malgorzata Robak

Regulatory Affairs Supervisor

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

Date

Document No. EC DEC_IMM 2000 Homocysteine L2ZKHO Ver. 02

[YYYY-MM-DD]

Page 1 of 1
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szymma15
Typewritten Text
2019-01-31


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:

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 Insulin

L2KIN2
L2KING

10381455

10381456

General IVD

ANNEX Il

EC DEC_IMM 2000 Insulin L2KIN

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 Malgorzata
RO ba k DN: serialNumber=Z0020NKF,
i sn=Robak, o=Siemens,

giver
cn=Robak Malgorzata

Ma Igorzata Reason: | am approving this document 2019-02-01

Date: 2019.02.01 10:15:38 Z

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Insulin L2KIN Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-02-01


SIEMENS

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, 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 Intact PTH

L2KPP2
L2KPP6

10381441

10381442

General IVD

ANNEX Il

EC DEC_IMM 2000 Intact PTH L2KPP

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 Malgorzata

RO b a k DN: serialNumber=Z0020NKF,
givenName=Malgorzata, sn=Robak, o=Siemens,
cn=Robak Malgorzata

M a I g O rzata Reason: | am approving this document 2019-02-17

Date: 2019.02.17 22:04:11 Z

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Intact PTH L2KPP Ver. 02 Page 1 of 1

||IIIII|\


szymma15
Typewritten Text
2019-02-17


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:

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 LH

L2KLH2
L2KLH6

10381211

10381212

General IVD

ANNEX Il

EC DEC_IMM 2000 LH L2KLH

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 Malgorzata
DN: serialNumber=Z0020NKF,

RO ba k M a I O rzata givenName=Malgorzata, sn=Robak, o=Siemens,
g cn=Robak Malgorzata
Reason: | am approving this document

Date: 2019.02.01 10:12:38 Z 2019'02'01

Malgorzata Robak

Regulatory Affairs Supervisor

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

Date
[YYYY-MM-DD]

Document No. EC DEC_IMM 2000 LH L2KLH Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-02-01


SIEMENS

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, 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 OM-MA

L2KOP2

10380972

General IVD

ANNEX Il

EC DEC_IMM 2000 OM-MA L2KOP

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 Malgorzata
RO a DN: serialNumber=Z0020NKF,

sn=Robak, i

cn=Robak Malgorzata

Malgorzata Reason: | am approving this document 2019-02-01

Date: 2019.02.01 13:05:55 Z

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 OM-MA L2KOP Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-02-01


SIEMENS

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, 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 Osteocalcin

L2KON2

10381477

General IVD

ANNEX Il

EC DEC_IMM 2000 Osteocalcin L2ZKON

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 Malgorzata
RO ba k DN: serialNumber=Z0020NKF,

sn=Robak,

giver
cn=Robak Malgorzata

Malgorzata Reason: | am approving this document 2019-02-01

Date: 2019.02.01 13:07:14 Z

Malgorzata Robak

Regulatory Affairs Supervisor Date

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]

Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Osteocalcin LZKON Ver. 02

Page 1 of 1
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szymma15
Typewritten Text
2019-02-01


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:

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 PAPP-A

L2KPC2

10381213

ANNEX II, List B
ANNEX IV

TOV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 PAPP-A

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 Mal t:
RO ba k D:\?:Isaeriyalsll\lgun;bery:ZgO;ONKaF,gorza :
givenName=Malgorzata, sn=Robak, o=Siemens,
M I t cRn=Roba|k Malgorzata e
eason: | am approving this document
a gorza a Date: 2019.09,?;'\5:149:52 +01'00' 201 9_09_1 9
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

Document No. EC DEC_IMMULITE® 2000 PAPP-A Ver. 04

Page 1 of 1
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szymma15
Typewritten Text
2019-09-19


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:

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 Progesterone

L2KPW2
L2KPW6

10381181

10381170

General IVD

ANNEX Il

EC DEC_IMM 2000 Progesterone L2KPW

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 Malgorzata
DN: 0020NKF, givenN.

RO ba k M a | g o rza ta sn:Rok;ak, o=Siemens, cn=Robak Malgorzata

Reason: | am approving this document

Date: 2019.02.04 14:30:55 Z 2019'02'04

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Progesterone L2KPW Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-02-04


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:

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 Prolactin

L2KPR2
L2KPR6

10381200

10381199

General IVD

ANNEX Il

EC DEC_IMM 2000 Prolactin L2KPR

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 Malgorzata
RO ba k DN: serialNumber=Z0020NKF,
givenName=Malgorzata, sn=Robak,
o=Siemens, cn=Robak Malgorzata
Ma Igorzata Reason: | am approving this document 2019-02-17
Date: 2019.02.17 23:41:42 Z

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Prolactin L2ZKPR Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-02-17


SIEMENS

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 PSA

L2KPS2, L2KPS6

10380986, 10380996

ANNEX II, List B
ANNEX IV

TOV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 PSA

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 PSA Ver. 03

Digitally si d by Robak Mal it
Robak
givenName=Malgorzata, sn=Robak, o=Siemens,
cn=Robak Malgorzata 201 9 09 25
Re : | ing this d t - =
Malgorzata oo oo s docen
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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szymma15
Typewritten Text
2019-09-25


SIEMENS

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, 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 Pyrilinks-D

L2KPD2

10381461

General IVD

ANNEX Il

EC DEC_IMM 2000 Pyrilinks-D L2KPD

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 Malgorzata
DN: seri 0020NKF, gi

Ro ba k M a I g o rzata sn=Robak, o=Siemens, cn=Robak Malgorzata

Reason: | am approving this document

Date: 2019.02.01 13:02:24 Z 2019—02'01

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Pyrilinks-D L2KPD Ver. 02 Page 1 of 1
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Typewritten Text
2019-02-01


SIEMENS

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, 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 Thyroglobulin

L2KTY2

10381648

General IVD

ANNEX Il

EC DEC_IMM 2000 Thyroglobulin L2KTY

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 Malgorzata
DN: serialNumber=Z0020NKF, givenName=Malgorzata,

Robak Mal gOrZata s omseners co-toivagonss

Reason: | am approving this document

Date: 2019.02.04 14:41:38 Z 2019-02-04

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Thyroglobulin L2KTY Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-02-04


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:

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 Total IgE

L2KIE2
L2KIEG

10380873

10380872

General IVD

ANNEX Il

EC DEC_IMM 2000 Total IgE L2KIE

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 Malgorzata

RO ba k DN: serialNumber=Z0020NKF,

givenName=Malgorzata, sn=Robak, o=Siemens,
cn=Robak Malgorzata

Ma | g O rzata Reason: | am approving this document 2019_02_01

Date: 2019.02.01 10:17:48 Z

Malgorzata 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 IgE L2KIE Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-02-01


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:

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 Total T3

L2KT32
L2KT36

10381654

10381657

General IVD

ANNEX Il

EC DEC_IMM 2000 Total T3 L2KT3

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 Malgorzata
DN: serialNumber=Z0020NKF,

I\ =Mal , sn=Robak, 0=Sit 3
Robak Malgorzata g smetkeseners

R 01 ing this d t
Date 20100017 2208437 2019-02-17

Malgorzata Robak

Regulatory Affairs Supervisor Date

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]

Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Total T3 L2ZKT3 Ver. 02

Page 1 of 1
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Typewritten Text
2019-02-17


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:

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 Total T4

L2KT42
L2KT46

10381685

10381664

General IVD

ANNEX Il

EC DEC_IMM 2000 Total T4 L2KT4

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 Malgorzata
0020NKF, gi

RO ba k M a | g O rza ta Isjn’\ﬁRot;ak, o=Siemens, cn=Robak Malgorzata

Reason: | am approving this document

Date: 2019.02.04 14:34:29 Z 2019'02'04

Malgorzata Robak

Regulatory Affairs Supervisor

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

Date
[YYYY-MM-DD]

Document No. EC DEC_IMM 2000 Total T4 L2KT4 Ver. 02 Page 1 of 1
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szymma15
Typewritten Text
2019-02-04


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:

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 Total Testosterone

L2KTW2
L2KTW6

10381190

10381191

General IVD

ANNEX Il

EC DEC_IMM 2000 Total Testosterone L2KTW

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 Malgorzata
RO ba k DN: serialNumber=Z0020NKF,

givenName=Malgorzata, sn=Robak,

o=Siemens, cn=Robak Malgorzata

Ma Igorzata Reason: | am approving this document 2019_02_04

Date: 2019.02.04 14:40:00 Z

Malgorzata 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 Testosterone L2ZKTW Ver. 02 Page 1 of 1
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Typewritten Text
2019-02-04


SIEMENS

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 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 Healthcare Diagnostics Products Ltd.
This declaration supersedes any declaration issued previously for the same product.

Signature:

Robak DN seraamber20020NE
M | g:‘\;e;;\l;amkv::l;g?;;;:ta, s.n=Robak, o=Siemens,

algorzata A 2019-03-01
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_IMM 2000 Toxoplasma IgM (p-Capture) L2KTZ Ver. 02

o
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szymma15
Typewritten Text
2019-03-01


SIEMENS

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 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 Quantitative I1gG
L2KTXP2

10381323

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 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:

Robak 3_3‘21'15&":%3258335NM{F':":‘Z“

Zn:Robak Malgorzat‘a ST]_ one
Malgorzata S A 2019-03-05
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_IMM 2000 Toxoplasma Quantitative IgG L2KTXP Ver. 02
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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:

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 Il

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:

Digitally signed by Robak Malgorzata
RO ba k DN: serialNumber=Z0020NKF,
givenName=Malgorzata, sn=Robak, o=Siemens,
M I r t cn=Robak Malgorzata
Z Reason: | am approving this document
a go a a Date: 2019.02.17 22:13:33 Z 2019'02'17

Malgorzata Robak

Regulatory Affairs Supervisor

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

Date
[YYYY-MM-DD]

Document No. EC DEC_IMM 2000 Third Generation TSH L2KTS Ver. 02 Page 1 of 1
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SIEMENS
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: 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 Unconjugated Estriol

Catalogue Number (REF): L2KUE32, L2KUE36

Siemens Material Number (SMN): 10381192, 10381171

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

Tillystrasse 2
90431 Nuremberg, Germany
Identification No. 0197

Document Identifier: EC DEC_IMMULITE® 2000 Unconjugated Estriol

Version: 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.

o
||IIIII|\

Digitally signed by Robak Malgorzata

DN: 0
Robak Malgorzata i

Location: LLB

Signature:

Date: 2019.08.08 09:32:30 +01'00" 20 19_08_08 —
Malgorzata Robak Date = =
Regulatory Affairs Supervisor [YYYY-MM-DD] = =

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

Document No. EC DEC_IMMULITE® 2000 Unconjugated Estriol Ver. 04 Page 1 of 1
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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:

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 Vitamin B12

L2KVB2
L2KVB6

10380914

10380913

General IVD

ANNEX Il

EC DEC_IMM 2000 Vitamin B12 L2KVB

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 Malgorzata
RO b a k DN: serialNumber=Z0020NKF,
givenName=Malgorzata, sn=Robak, o=Siemens,
cn=Robak Malgorzata

Ma I g O rzata Reason: | am approving this document 2019_02_04

Date: 2019.02.04 14:42:55 Z

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Vitamin B12 L2KVB Ver. 02 Page 1 of 1
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SIEMENS

Konformitéitserklarung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

C¢€

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Europdischen
Parlaments und des Rates lber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemat Annex IlI
erfiilt werden.

We hermeby 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 1.

Produktname {deutsch):

Product name (English).

[ IMMULITE 2000 / IMMULITE 2500 Reinigungsmodul

| IMMULITE 2000 / IMMULITE 2500 Probe Cleaning Kit |

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

| L2KPM |
Packungsgréfe(n) / Package Size(s) (REF):
L2KPM |
IVD-Kategorie / IVD Category:
| Sonstige | Others |

Hersteller / Manufacturer:

| Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland):

Address (international):

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

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

Gemmany

Bestitigung / Authorization:

Director Quality/Regulatory

/) |

A

Unterschrift / Signature

Dr. Jorg Amborn

Name /Name

2011-04-05

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

LP-00101_VL_DoC — Giiltig ab: 2011-¢1-25

Seite / Page: 1 von/of 1



SIEMENS

Konformitéitserklarung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

C¢€

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Europdischen
Parlaments und des Rates lber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemat Annex IlI
erfiilt werden.

We hermeby 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 1.

Produktname {deutsch):

Product name (English).

[ IMMULITE 2000 / IMMULITE 2500 Reinigungsmodul

| IMMULITE 2000 / IMMULITE 2500 Probe Cleaning Kit |

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

| L2KPM |
Packungsgréfe(n) / Package Size(s) (REF):
L2KPM |
IVD-Kategorie / IVD Category:
| Sonstige | Others |

Hersteller / Manufacturer:

| Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland):

Address (international):

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

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

Gemmany

Bestitigung / Authorization:

Director Quality/Regulatory

/) |

A

Unterschrift / Signature

Dr. Jorg Amborn

Name /Name

2011-04-05

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

LP-00101_VL_DoC — Giiltig ab: 2011-¢1-25

Seite / Page: 1 von/of 1



SIEMENS

Konformitatserklarung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

C¢€

Wir erkléren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richilinie 98/79/EG des Européischen
Parlaments und des Rates (ber In-vitro-Diagnostika
Gbereinstimmen und die Anforderungen gemaR Annex Il
erflllt 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 lif.

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
Emil-von-Behring-Str. 76
35041 Marburg

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

Bestatigung / Authorization:

Director Quality/Regulatory

)

s

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2011-04-14

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

LP-00101_VL_DoC - Giltig ab: 2011-01-25

Seite / Page: 1 von/ of 1



SIEMENS

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

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

TN Michigan
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 IlI

Document Identifier: DoC_IMMULITE 2000_RxnTubes
Version: 5.0

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.
Digitally signed by Joseph Ernest

DN: serialNumber=Z001YX2B, givenName=Ernest,
Signature' O S e p r n e S sn=Joseph, o=Siemens, cn=Joseph Ernest

Date: 2020.03.12 07:17:38 -04'00'

Ernest Joseph Date

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

Tarrytown, NY 10591

Document No. DoC_IMMULITE 2000_RxnTubes Ver. 5.0 Page 1 of 1

EU DECLARATION OF CONFORMITY



SIEMENS

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, 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 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 Substrate L2SUBM Ver. 07

Digitally signed by Robak Malgorzata
DN: serialNumber=Z0020NKF,

RO ba k M a I g O rzata :F:Robak Malgorzat;:m sn=obak

R 1| ing this d t - _
Date 20190215 2332197 2019-02-13

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Page 1 of 1
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SIEMENS

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, 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 AlaTOP

L2KAT2

10380878

General IVD

ANNEX Il

EC DEC_IMM 2000 AlaTOP L2KAT

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 Malgorzata
0020NKF, gi

RO ba k M a I g O rza ta ?n,\:Rol;ak, o=Siemens, cn=Robak Malgorzata

R e 2019-01-28
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 AlaTOP L2KAT Ver. 02

Page 1 of 1
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SIEMENS

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, 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 EBV-VCA IgM

L2KEM2

10488005

General IVD

ANNEX Il

EC DEC_IMM 2000 EBV-VCA IgM L2KEM

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 Malgorzata
RO ba k DN: serialNumber=Z0020NKF,

giver bak

cn=Robak Malgorzata

Malgorzata Reason: | am approving this document 2019_01_30

Date: 2019.01.30 21:35:05 Z

Malgorzata Robak

Regulatory Affairs Supervisor

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

Date
[YYYY-MM-DD]

Document No. EC DEC_IMM 2000 EBV-VCA IgM L2KEM Ver. 02 Page 1 of 1
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SIEMENS

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, 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 D-Dimer Control Module

LDDCM

10385330

General IVD

ANNEX Il

EC DEC_IMM D-Dimer Control Module LDDCM

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 D-Dimer Control Module LDDCM Ver. 02

Digitally signed by Robak Malgorzata
RO ba k DN: serialNumber=Z0020NKF,
givenName=Malgorzata, sn=Robak, o=Siemens,

Malgorzata e atororg s cocument 2019-02-27

Date: 2019.02.27 22:22:53 Z

Malgorzata Robak

Regulatory Affairs Supervisor

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

Date
[YYYY-MM-DD]

Page 1 of 1
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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: 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 Names: See List of Products
Classification: General IVD
Conformity Assessment Route: ANNEX IlI

Document Identifier: DoC_Animal Allergens
Version: 3.0

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 Malgorzat:
RO ba k DV\?: saeriyalsr\lgunibery:ZSO;ON;F,go e
givenName=Malgorzata, sn=Robak, o=Siemens,
. M I t ;n:Rol?aIkMa\gorzaFa i .
Signature: algorzata Reson amapproung s cecumen 2019-02-24
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

Document No. DoC_Animal Allergens Ver. 3.0 Page 1 of 3
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- SIEMENS
EU Declaration of Conformity

List of Products

Product Name Catalogue Siemens

Number Material

(REF) Number

(SMN)

Immulite 2000 Cat Dander - Epithelium Specific Allergen E1L4 10385642
Immulite 2000 Canary feather Specific Allergen E201L2 10385643
Immulite 2000 Gerbil Epithelium Specific Allergen E209L2 10385644
Immulite 2000 Pigeon Feather Specific Allergen E215L2 10385645
= Immulite 2000 Chicken Serum Proteins Specific Allergen E219L2 10385646
g - é Immulite 2000 Cat Serum Albumin Specific Allergen E220L2 10370455
== Immulite 2000 Dog Serum Albumin Specific Allergen E221L2 10370456
Immulite 2000 Porcine Serum Albumin Specific Allergen E22212 10360580
Immulite 2000 Dog Epithelium Specific Allergen E2L4 10385648
Immulite 2000 Horse Dander Specific Allergens E3L4 10385650
Immulite 2000 Cow Dander Specific Allergen E4L2 10385651
Immulite 2000 Dog Dander Specific Allergen E5L4 10385653
Immulite 2000 Guniea Pig Epithelium Specific Allergen E6L2 10385654
Immulite 2000 Goose Feathers Specific Allergen E70L2 10385655
Immulite 2000 Mouse Epithelium Specific Allergen E71L2 10385656
Immulite 2000 Mouse Urine Specific Allergen E72L2 10385657
Immulite 2000 Rat Epithelium Specific Allergen E73L2 10385658
Immulite 2000 Rat Urine Specific Allergen E74L2 10385659
Immulite 2000 Rat Serum Proteins Specific Allergen E75L2 10385660
Immulite 2000 Mouse Serum Proteins Specific Allergens E76L2 10385661
Immulite 2000 Budgerigar Feathers Specific Allergen E78L2 10385662
Immulite 2000 Pigeon Droppings Specific Allergen E7L2 10385663
Immulite 2000 Goat Epithelium Specific Allergen E80L2 10385664
Immulite 2000 Sheep Epithelium Specific Allergen E81L2 10385665
Immulite 2000 Rabbit Epithelium Specific Allergen E82L4 10385667
Immulite 2000 Swine Epithelium Specific Allergen E83L2 10385668
Immulite 2000 Hamster EpitheliumSpecific Allergen E84L2 10385669
Immulite 2000 Chicken Feathers Specific Allergen E85L2 10385670
Immulite 2000 Duck Feathers Specific Allergen E86L2 10385671
Immulite 2000 Rat Specific Allergen E87L2 10385672
Immulite 2000 Mouse Specific Allergen E88L2 10385673
Immulite 2000 Turkey Feathers Specific Allergen E89L2 10385674
Immulite 2000 Parrot Feathers Specific Allergen E91L2 10385675
Immulite 2000 Animal Panel 1 Specific Allergen EP1L4 10385677
Immulite 2000 Animal Panel 2 Apecific Allergen EP2L4 10368598
Immulite 2000 Animal Panel 70 Specific Allergen EP70L4 10385679

Document No. DoC_Animal Allergens Ver. 3.0 Page 2 of 3



SIEMENS
EU Declaration of Conformity

Product Name Catalogue Siemens
Number Material
(REF) Number
(SMN)

Immulite 2000 Animal Panel 71 Specific Allergen EP71L4 10385681

Immulite 2000 Animal Panel 72 Specific Allergen EP72L4 10385683

i
it

Document No. DoC_Animal Allergens Ver. 3.0 Page 3 of 3
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SIEMENS
EC Declaration of Conformity

THIS SECTION IS NOT TO BE DISTRIBUTED EXTERNALLY
WITH THE DECLARATION OF CONFORMITY
(RESTRICTED — FOR DOCUMENTATION PURPOSES)

Revision History

Version
Number

Date of Version
[YYYY-MM-DD]

Author of
Version

Description of Changes

30

2019-01-28

lan Williams

EU Rep address

Document No. DoC_Animal Allergens Ver. 3.0

Restricted

Revision History Page 1 of 1
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