EMERNS
EU Declaration of Conformity

: We hersby declare thal the product descdbed below confooms o all applicabls requirements
! of Councll Diractive SB7WEC for in vitro diagnostic medical devices.

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

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

Llanberis, Gwynedd, LL85 4EL, UK

Product Name: IMMULITE 2000 C-Peptide
Catalogue Number (REF): L2KPEP2

Siemens Material Number (SMN): 10381450

Classification: General IVD

Conformity Assessment Route: ANNEX it

Document identifier: EC DEC_IMM 2000 C-Peplide L2ZKPEP
Version: 01

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.
This declaration supersedes any declaration issued previously for the same product,
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Signature: j;éw s
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Anita Wample

Head of Quality Management

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

Document No. EC DEC_IMM 2000 C-Peptide L2KPEP  Ver. 01 Page 1 of 1

Digitally signed by Marinescu Traian Alin
Date: 2019.12.20 16:07:04 EET
Reason: MoldSign Signature
Location: Moldova




U Declaration of Conformity

Wa hereby daclare that the products described balow conform in ail applicable requirements
of Counacil Directive S8/79EC for in vitrn diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name;

Catalogue Number (REF):

Siemens Material Number (SMN):

Clagsification:

Conformity Assessment Route:

Document Identifier:

Version:

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 -

oD Lt il A

Signature:

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberns, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Ferritin

LZKFE2
L2KFES

10380908

10380906

General (VD

ANNEX i

EC DEC_IMM 2000 Ferritin L2KFE

01

Anita Wample Date
Head of Quality Management [Yyyy
Siemens Healthcare Diagnostics Products Ltd,
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Ferritin L2KFE  Ver. 01




EU Declaration of Conformity

We hersby declare that the product described below conforms to all applicable requirements
of Council Directive 98/79%EC for in vivo diagnostic medical devicss

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Clagsification:

Conformity Assessment Route:

Document identifier;

Version:

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid.

Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Insulin

L2ZKIN2
L2KING

10381455
10381456

General IVD

ANNEX Il

EC DEC_IMM 2000 insulin L2KIN

01

This declaration of conformily is issued under the sole responsibility of Siemens Healthcare Diagnostics Prod

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

V) A

Signature:

Anita Wample

Head of Quality Management

Siemens Healthcare Diagnostics Products Ltd,
Llanberis Gwynedd, LLS5 4EL, UK

Document No. EC DEC_IMM 2000 Insulin L2KIN Ver. 01




EC Declaration of Conformity
according to directive 98/79/EC, Annex 111

Manufacturer:

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

U.S.A,

We declare under sole responsibility that the following device to which this declaration relates,
meets the essential health and safety requirements and is in conformity with the relevant sections
of applicable EC standards and other normative documents. If changes are made to the product
which is covered by this declaration of conformity, the declaration of conformity is no longer
valid,

Device type: In Vitro Diagnostic Medical Device
Device name: IMMULITE® 2000 Chemiluminescent Substrate
Catalog number: L2ZSUBM

National and other
standards and technical EN 375, EN 980, 1SO 13485, EN 13612, EN 13640, EN 13641,

specifications: ISO 14971, ISO/IEC 17050-1, 2, EN 17511, 21 CFR 820

EU Representative: Siemens Healthcare Diagnostics Limited
Faraday House
Sir William Siemens Square, Frimley
Camberley, GU16 80D
United Kingdom

Signature/Date of 7 /
Manufacturer or
S

Responsible Party: / Signature

Name/Title of Signatory: k(& M )}7{/' L /)// /LL

Print Name

Ed. 00 RA-018-A Eff.Datc: 04/08
August 13, 2009




Konformitatserkldrung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

Wir erkldren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkie mit den Grundlegenden
Anfarderungen der Richtlinie 98/79/EG des Europdischen
FParlaments und des Rates Uber In-vitro-Diagnostika
Gbereinstimmen und die Anforderungen gemafl Annex il
erfillt werden.

We hereby declare that the in vitro diagnostic devices
described below conforms fo all applicable Essential
Requirements of Dirsctive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex 1.

i
i
i
i

|
I

|

Produkiname (deutsch):

Product name (English):

[ IMMULITE 2000 / IMMULITE 2500 Waschmodul

[ IMMULITE 2000 / IMMULITE 2500 Probe Wash Module

|

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

L2PWEM
PackungsgroBe(n) / Package Size(s) (REF):
! L2PWSM ]
VD-Kategorie / IVD Calegory:
[ Sonstige | Others |

Hersteller | Manufacturer:

I Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland):

Address (infernational):

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

Bestétigung / Authorization:

Director Quality/Regulatory

/7'

A

Unterschrift / Signature

Dr. Jérg Ambom

Name /Name

2011-04-14

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

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

Seile / Page: 1 von! of 1
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EU Declaration of Conformity

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

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

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

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

EC Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane
Swords, Co. Dublin, freland
Product Name: IMMULITE 2000 Systems Reaction Tubes
Catalogue Number (REF): LRXT

Siemens Material Number (SMN): 10385206

Classification: General IVD

Conformity Assessment Route: ANNEX HI

Document ldentifier: DoC_IMMULITE 2000_RxnTubes
Version: 4.0

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

Ryan Sherrie

Digitally signed by Ryan Shetrie

DN: serialNumber=200262ZFR, givenName=Sherrie,
3 iemens, cn=Ryan Sherrie

:12:46 -04'00°

Signature:

Sherrie Ryan .
Sr Manager Regulatory Affiars
Siemens Healthcare Diagnhostic,
Newark, DE 19714

Document No. DoC_IMMULITE 2000_RxnTubes Ver. 4.0

Page 1 of 1



Wa hareby declare that the products desoribad below conform to ol applicabls requiremeants
of Councit Directive S8TWEC for in vitro disgnostic medical devices

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

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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 AFP
Gatalogue Number (REF): LZKAP2
L2ZKAPG

Siemans Material Number (SHMN): 10381187

10381184
Clagsification: General IVD
Conformity Assessment Route: ANNEX I}
Document identifier: EC DEC_IMM 2000 AFP L2KAP
Version: 01

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: y/ W’I{G 7 ]/?/7’?’?,?5{‘“’ LY o

Anita Wample

Head of Quality Management

Slemens Healthcare Diagnostics Products Lid.
Llanberis Gwynedd LLS5 4EL, UK

Document No. EC DEC_IMM 2000 AFP L2KAP  Ver, 01 Page 1 of 1



EU

We hereby declare that the products described below conform o all applicable requiremants
of Councll Directive 88/7%EC for in vitro diagnostic medical devices,

Legal Manufacturer;

Flace of Manufacture:

Product Name:

Catalogus Number (REF):

Siemens Material Number {SMK):

Classification:

Conformity Assessment Route:

Document identifier:

Version:

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

Cocitse (108l

Slgnature:

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

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

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Free T4

L2KFT42
L2KFT46

10381678
10381677

General IVD

ANNEX

EC DEC_IMM 2000 Free T4 L2KFT4

01

Anita Wample

Head of Quality Management

Siemens Healthcare Dlagnostics Products Ld.
LLanberls Gwynedd LL55 4EL, UK




EU Declaration of Conformity

We hereby declare that the producis desoribed below conform to all applicable requirerments

of Council Directive 88/TYEC 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

Product Name: IMMULITE 2000 Totai T3
Catalogue Number {REF): L2KT32
L2KT36

Siemens Material Number (SMN): 10381654

10381657
Classification: General IVD
Conformity Assessment Route: ANNEX
Document identifier: EC DEC_IMM 2000 Total T3 L2KT3
Version: 01

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Lid,

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

Slgnature: s /}/ il e »b“’!”’*’? ;/,V{Z{M
Anita Wample

Head of Quallty Management
Siemens Healthcare Diagnostics Products Lid.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Total T3 L2KT3 Ver. 01
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EU Declaration of Conformity

We hereby declare that the products described below conform o all applicable raguirements
of Council Diractive $8/79EC for in vitro diagnostic medical devices,

Legal Manufacturer:

Place of Manufacture;

Product Name:

Catalogue Number (REF):

Siemens Material Number (SHN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Version;

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

Siamens Healthcare Diagnostics Products Lid.
Giyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid.

Glyn Rhonwy
Llanberis, Gwynedd, L.L55 4EL, UK

IMMULITE 2000 Total T4

L2KT42
LZKT46

10381685
10381664

General (VD

ANNEX 11}

EC DEC_IMM 2000 Total T4 L2KT4

01

This declaralion supersedes any declaration issued previously for the same product,

Signature:

f&m&f’ﬁi [t ;ﬁ!ﬁ L/?@féﬁﬁ'w?@

Anita Wample

Head of Quality Management

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

Document No, EC DEC_IMM 2000 Total T4 L2KT4  Ver. 01

Page 1 of 1
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We hereby dedlare thet the products described below conform 1o all applicable requirements
of Council Dirgctive S8/7HEC for in vitro diagnostic medicat dovices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route;

Document Identifier

Yersion:

This declaration of conformity s issued under the sole respansibilily of Siemens Healthcare Diagnostics Producis Lid.

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

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Third Generation TSH

L2KTS2
L2KTS8

10381665
10381667

General IVD

ANNEX

EC DEC_IMM 2000 Third Generation TSH L2KTS

01

This declaration supersedes any declaration issued previously for the same product

Signature:

s
i

Anlta Wample
Head of Quality Management

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

o o e g
R LTI

Document No, EC DEC_IMM 2000 Third Generation TSH L2KTS Ver. 01

S I




SIEMENS

Konformitatserklarung

Siemens Healthcare Diagnostics
Praducts GmbH

Declaration of Conformity

€

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkie mit den Grundlegenden
Anforderungen der Richilinie 88/79/EG des Europiischen
Parlaments und des Rates Gber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemaf® Annex Iii
erflllt werden,

We hereby declare that the in vifro 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 il

Produkiname {deutsch):

Product name (English).

[ IMMULITE 2000 / IMMULITE 2500 Reinigungsmodul

| IMMULITE 2000 / IMMULITE 2500 Probe Cleaning Kit |

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

l L2KPM l
Packungsgréfie(n} / Package Size{s) (REF):
L2KPM |
IVD-Kategorie / /VD Category:
[Sonstige | Others |

Hersteller / Manufacturer:

Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland):

Address (infernational):

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

Siemens Healtthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76
35041 Marbury
Germany

Bestiitigung / Authorization:

Director Quality/Regulatory

A

Unterschrift / Signature

Dr. Jérg Ambormn

Name /Name

2011-04-05

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

LP-00101_VL_DoG ~ Giiltig ab: 2011-01-25

Seite / Page; 1von/of 1



EU Declaration of Conformity

We hereby declare that the producis describad below conform to all applicable requirements
of Councit Directive $8/79/EC for in vilro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Verslon:

This declaration of conformity is issued under the sofe responsitility of Siemens Heg
This declaration supsrsedes any declaration issued previously for the same produ

Signature:;

Document No. EC DEC_IMM 2000 Anti-TPO Ab L2KTO Ver, 01

Siernens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

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

IMMULITE 2000 Anti-TPO Ab

L2KTO2
LZKTOB

10381650
10381649

General IVD

ANNEX il

EC DEC_IMM 2000 Anti-TPO Ab L2KTO

01

e (2l
Anita Wample

Head of Quality Management
Slemens Healthcare Diagnostics Products &4
LLanberls Gwynedd LL55 4EL, UK

Page 1 of 1



		2019-12-20T16:07:04+0200
	Moldova
	MoldSign Signature




