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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.
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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:

Signature:

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

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

Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane

Swords, Co. Dublin, Ireland

IMMULITE® 2000 AFP
L2KAP2, L2KAPB

10381187,10381184

ANNEXII, List B
ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 AFP

04

Robak O s TN
Malgorzata R

Date: 2019.07.22 16:07:59 +01°00" 2! !:I 9_! ! Z_ 2 2
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

Document No. EC DEC_IMMULITE® 2000 AFP Ver. 04

By
Q;adggtof‘sﬁ%\_ﬁ,é:ducts Ltd.
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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.

RATTY

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

Signature:

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

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid.
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 I, List B
ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 Free Beta HCG

04

Digitally signed by Owen Kevin

® e  DNiser Z002027F, gl
wen Aevin
Reason: | am approving this document

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

, sn=0wen, 0=S| en=0wen

iy

Kevin Owen Date

Head of Quality Management [YYYY-MM-DD]
Siemens Healthcare Diagnostics Products Ltd.

Llanberis, Gwynedd, LL55 4EL, UK
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SIEMENS
EU Declaration of Conformity

AT

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.

11
|

Legal Manufacturer: Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

1ag1

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

Llanberis, Gwynedd, LL55 4EL, UK

EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane

Swords, Co. Dublin, Ireland

el

Product Name: IMMULITE® 2000 HCG

Catalogue Number (REF): L2KCG2, L2ZKCG6

Siemens Material Number (SMN): 10381206, 10381194

fil
I

Classification: ANNEX Il, List B

Conformity Assessment Route: ANNEX IV

Al

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

Notified Body:

iy

Document Identifier:

Version:

EC DEC_IMMULITE® 2000 HCG

|

04

I AT

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

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

RO ba k M a I g O rza ta Reamr::llam arpprwm'g this d:)cument

Signature: Location: LLB
Date: 2015.08.08 09:37:07 +01'00' El ':I ! !_! !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



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.

MATTY

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document ldentifier:

Version:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane

Swords, Co. Dublin, Ireland

IMMULITE® 2000 PAPP-A

L2KPC2

10381213

ANNEX I, List B
ANNEX IV

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

Signature:

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

Digitally signed by Robak Malgorzat
RO ba k Dle:tsaeriyalswg:mhe-y:zguzumxar?um ?
givenName=Malgarzata, sn=Robak, o=Siemens,
M | t :anRobz;kMalgcrzatla el

an: 1 t

algorzata i e 2019-09-19
Malgorzata Robak Date

Regulatory Affairs Supervisor [YYYY-MM-DD]

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

EU Declaration of Conformity

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

0197

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document Identifier:

Version:

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

Signature:

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

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

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

I 1 I

IMMULITE® 2000 Unconjugated Estriol

L2KUE32, L2KUE36

Il

10381192, 10381171

I"

ANNEXI, List B

IR1Y

ANNEX IV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

T

I}H!'

04
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Digitally signed by Rabak Malgorzata
i ZONKF, i

Robak Malgorzata i =

Location: LLB

Date: 2019,08,08 09.32:30 #0100 201 9_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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