SIEMENS |
EU Declaration of Conformity

L

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

Legal Manufacturer: Siamelns Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanb?ris, Gwynedd, LL55 4EL, UK
|
Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK
|

|
Product Name: IMMUll.ITE 2000 OM-MA
Catalogue Number (REF): L2KOI$2

|

Siemens Material Number (SMN): 10380972

Classification: Generil VD

Conformity Assessment Route: ANNE* ]
|

Document Identifier: EC DEb_IMM 2000 OM-MA L2KOP

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.

|
Signature: MM&V@A&“ . 22_04_@2[__

Anita Wample Date

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

LLanbeFls Gwynedd LL.55 4

Document No. EC DEC_IMM 2000 OM-MA L2KOP Ver. 01 Page 1 of 1

|

|
|
|
|
|
|
|

Digitally signed by Chirita Alexandru
Date: 2019.08.15 13:10:07 EEST
Reason: MoldSign Signature
Location: Moldova




SIEMENS |
EU Declaration of Conformity

l,, e U A

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

4 - Eo L -

Siemiens Healthcare Diagnostics Products |.d.
Glyn Rhonwy
Llanl:ieris, Gwynedd, LL55 4EL, UK

Legal Manufacturer:

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK
i
|
Product Name: IMMULITE 2000 Thyroglobulin
Catalogue Number (REF): L2KTTi2

Siemens Material Number (SMN): 10381648

|

|

|

|
Classification: Gener#l VD

Conformity Assessment Route: ANNE):( mn

|
|
i
Document Identifier: EC DE%L_IMM 2000 Thyroglobulin L2KTY

Version: 01 |
|
|
|
This declaration of conformity is issued under the sole responsibili

ly of Siemens Healthcare Diagnostics Products Ltd,
This declaration supersedes an y declaration issued previously for the same product
!

Signature: ’/":‘? &/ é:gﬁ,}ﬂ? ;;G'C/@;" %

Anita Wample Yo,
Head of|Quality Management// g, AL
Siemens Healthcare Diagnostics Pro u;?\ :
LLanberis Gwynedd LL55 4EL, UK. : ’

| AT < : 1

‘ Al (,t.-%

| 7 f

S
| «"‘:‘:9?,"/-"‘{

Document No. EC DEC_IMM 2000 Thyroglobulin L2KTY Ver. 01 Page 1 ot 1




SIEMENS
EU Declaration of Conf!prmity

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

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

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

|

Legal Manufacturer:

Place of Manufacture:

Product Name: IMMULITE 2000 Total T3
Catalogue Number {REF): L2|<'rq’z
L2KT36
|
Siemens Material Number (SMN): 10381654
|
10381&357
Classification: GenerlLI VD
|
Conformity Assessment Route: ANNEX | ==
I ==
| g
|
|
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 Ltd,
This declaration supersedes any declaration rssbed previously for the same product

P

| .
Slgnature: MJ [gj:l,,m,&{b ‘ : @/&cﬂ?‘);f
Anita V!llample ' o a ' Date
Head of Quality Managemant {8 ' [YYYY-MM-DD||

Slemens Healthcare Piagnostics Pi’oducts l.td
LLanh#rls Gwynedd: LL55 4EL UK~

|
|
Document No. EC DEC_IMM 2000 Total T3 L2KT3 Ver. 01 Page 1 of 1 .
!
|




SIEMENS
EU Declaration of Conformity

|

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

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

Llanberis, Gwynedd, LL55 4EL, UK

|
Product Name: IMMUl|.|TE 2000 Total T4
Catalogue Number (REF): L2KT42 S o |
L2KT4f3
Slemens Material Number (SMN): 10381685
10381?64
Classification: Ganerdl VD .
. e
2 B
Conformity Assessment Route: ANNEX Il ”—“:-:m;__,__—_af
;—-—-—-wl =
E===
= s
Document Identifier: EC DEC_IMM 2000 Total T4 L2KT4 ==
Version: 01 | :

This declaration of conformity is issued under tha; sole responsibility of Siemens Healthcare Diagnostics Products Ltd.
This declaration supersedss any declaration issued previously for the same product.
|

Signature;

Anita Wample

Head of|Quality Manage
Slemen§ Healthca
LLanberls Gwyned

Dacument No. EC DEC_IMM 2000 Total T4 L2I(‘IT4 Ver. 01 Page 1 of 1




SIEMENS
EU Declaration of Conformity

|
T

| 0088

We hereby declare that the pro{!uct described below conforms to all applicable requirements
of Councit Directive 98/79/EC for in vitro diagnostic medicai devices,
|

Legal Manufacturer: Siemins Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Place of Manufacture: Siaméns Healthcare Diagnostics Products Ltd,

Glyn Rhonwy
Llanberis, Gwynedd, LLS5 4EL, UK

Product Name: IMMUf;.ITE 2000 HBsAg

Catalogue Number (REF); L2KH32

Siemens Matorial Number (SMN): 10381306

i

|
ANNEX I, List A
ANNE){ v

Classification:

Conformity Assessment Route:

Notified Body: Lloyd's iRegister Quality Assurance Ltd.

1 Trinity Park, Bickenhill Lane
Solihull| B37 7ES, UK
Identification No. 0088

Document Identifier: EC DEC_IMM 2000 HBsAg L2KHB
|

Version: 01 |

|
|
This declaration of conformity is issued under th

This declaration supersedes any declaration issupd previously for the same pmduct.r 1

Signature:

afsola responsibility of Siemens Healthcare Diagnostics Products Ltd.

Anita Wample {
Head of Quality Management i
Slemens Healthcare Dlagnosé‘rﬁ?
LLanberls Gwynedd LL55 4ELUK

|
i
|
i
Document No. EC DEC_IMM 2000 HBsAg L2KHB Ver, 01

Page 1 of 1




SIEMENS
EU Declaration of Conformity

|
: We hereby declare that the products described below conform to all applicable requirements
i. of Council E)a'rectivdla S8/79/EC for in vitro diagnostic medical devices,

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

Place of Manufacture: Siem:pns Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanqerfs, Gwynedd, LL55 4EL, UK

Product Name: IMMdLiTE 2000 Total Testosterone
Catalogue Number (REF): L2KTY
L2KTW6

Siemens Material Number (SMN): 10381190
10381191

Classification: General IVD

|
Conformity Assessment Route: ANNElx i

Document Identifier: EC DEC_IMM 2000 Total Testosterons L2KTW

Version: 01

This declaration of conformity is issued under the sofe responsibility of Siemens Healthcare Diagnostics Products Ltd,

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

Anita Wample

Head of Quality Management

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

Document No. EC DEC_IMM 2000 Total Testosterone L2KTW Ver. 01

Page 1 of 1




SIEMENS
EU Declaration of Conformity

| 0088

We hereby declare that the pm:ducts described balow conform to all applicable requirements
of Council Direc.tivz? 88/79/EC for in vitro diagnostic medical devices.

Legal Manufacturer: Siem:tans Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llankeris, Gwynedd, LL55 4EL, UK

Place of Manufacture: Sieme ns Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 PSA
Catalogue Number (REF): L2KPS2
L2KP$6

Siomens Matorial Number (SMN): 10380986

10380996
|
|
|
|
Classification: ANNEX II, List B
Conformity Assessment Route: ANNE)i( v
Notified Body: Lloyd's|Register Quality Assurance Ltd.

1 Trinity Park, Bickenhill Lane
Solihull, B37 7ES, UK
Identification No. 0088

|

|
Document Identifier: EC DEC_IMM 2000 PSA L2KPS

Version: 01 !

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

Signature: M M 6&)

Anita Wample

Head of Quality Management

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

Document No. EC DEC_IMM 2000 PSA L2KPS Ver. 01




valid.

Device type:

Device name:

Catalog number:

National and other
standards and technical

iEC Declaration of Conformity
according to directive 98/79/EC, Annex III
| Manufacturer:
Siemens Healthcare Diagnostics Inc,
5210 Pacific Concourse Drive
' Los Angeles, CA 90045-6900
U.8.A,

We declare under sole responsibility that the following device to which this declaration relatg,
meets the essential health and saj:fety requirements and is in conformity with the relevant sectio
of applicable EC standards and other normative documents. If changes are made to the produ
which is covered by this declart:ition of conformity, the declaration of conformity is no long

In Vitro Diagnostic Medical Device

IMMULITE® 2000 Chemiluminescent Substrate

L2SUBM

EN i375, EN 980, ISO 13485, EN 13612, EN 13640, EN 13541,

«
-

ns

er

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
Canmberley, GU16 8QD
United Kingdom
|
Signature/Date of
Manufacturer or
Responsible Party: : 4 Signature
|
Name/Title of Signatory: & M }7/' 2 /7// /LL
d I Print Name
Ed. 00 RA-018-A Eff.Date: 04/08

August 13, 2009




SIEMENS

Konformitétserklarung

Siemens Healthcare Diagnpstics
Products GmbH

Declaration of Conformity

Wir erkléren hiermit, dass die unten angegébenen In-vitro-

We hereby declare that the in vitro diagnostic devices
Diagnostika-Produkte mit den Grundlegenden described below conforms to all applicable Essential ;
Anforderungen der Richtlinie 98/79/EG des|Eurcpdischen | Requirements of Directive 98/79/EC on in vitro Diagnostic |
Parlaments und des Rates (iber In-vitro-Diagnostika Medical Devices and accordance was shown by cof formity |
tbereinstimmen und die Anforderungen gemal Annex |ll | assessment procedures of Annex flI. |
erfillt werden. |
Produktname (deutsch): | Product name (English): |
{ IMMULITE 2000/ IMMULITE 2500 Waschmodul [ IMMULITE 2000/ IMMULITE 2500 Probe Wash Mofule |
Produkt-Nr. / Product No. (REF): i _
! L2PWSM I
: .
Packungsgrofie(n) / Package Size(s) (REF): .
| L2PWSM ]
IVD-Kategorie / VD Category: '
[ Sonstige | Others |
i !
Hersteller /| Manufacturer: i :
Siemens Healthcare Diagnostics Products GmbH I
Adresse (innerhalb Deutschland): | Address (intemational):
Siemens Healthcare Diagnostics Products GmbH Siemens Healtheare Diagnostics Producis GmbH
Emil-von-Behring-Str. 76 Emil-von-Behring-Str. 76
35041 Marburg I 35041 Marburg
! Germany
- Bestétigung / Authorization:
| Director Quality/Regulatory
| /) E é/\
| Unterschrift / Signature
i Dr. Jérg Amborn
Name /Name T
E 6"-;‘51‘61‘ < 4
| 2011-04-14 0 o, |G
Datum|[JJJJ-MM-TT]/ Date [YYYY-MM ad
i
|
|
i
|
|
|
|
|
|
|
LP-00101_VL_DoC ~ Giiltig ab: 2011-01-25 Seite / Page: 1 von|/ of 1




SIEMENS |
EU Declaration of Conformity

We hereby declare that the pm,LJucm described below confom to all applicable requirements
of Council Directive} 98/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 Anti-TG Ab
Catalogue Number (REF): LZKT%SZ
L2KTGE

Siemens Material Number (SMN): 10381:659
10381655

|
i
Classification: Gener%l VD

Conformity Assessment Route: ANNE)i( 1
|
|
|
|

Document Identifier: EC DEC_IMM 2000 Ant-TG Ab L2KTG

Version: 01

This declaration of conformily is issued under thl? sole responsibility of Siemens Healthcare Diagnostics Products Ltd,
This declaration supersedes an y declaration issued pre viously for the same product,

Signature: M; W, p &4

Anita Wample

Head of Quality Management

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

Document No. EC DEC_IMM 2000 Anti-TG Ab LPKTG  Var, 01

Page 1 of 1




SIEMENS _
EU Declaration of Comﬁ;ormity

ey |
MmN
——

We hereby declare that the pfolﬁucts described below conform to all applicable requirements

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

| |
|

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

Place of Manufacture: Siam;ans Healthcare Diagnostics Products Lt

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Free T3

Catalogue Number (REF): L2KF32
L2KF36

Siemens Material Number (SMN): 10381675
1038ﬂ682

|
Classification: General IVD
Conformity Assessment Route: ANNE;EK 1]

|

Document Identifier: EC DqC_IMM 2000 Free T3 L2KF3

Version: 01

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

Signature: dlt:lﬁj é/jﬁ"”? j&é/

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

|
|
| i

Document No. EC DEC_IMM 2000 Free T3 L2KF3 Ver. 01 . i’agg ’1 of 1




SIEMENS |
EU Declaration of Conformity

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

B e R

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

Place of Manufacture: SiemI ns Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL.55 4EL, UK
1

Product Name: IMMULITE 2000 Anti-TPO Ab
Catalogue Number (REF): L2KT¢2
L2KTq)6
Siemens Material Number (SMN): 103813650
10381649
|
|
|
Classification: Generq'al IVD
Conformity Assessment Route: ANNE)!( n
|
Document Identifier: EC DECG_IMM 2000 Anti-TPO Ab L2KTO
Version: 01

This declaration of conformily is issued under the sole responsibility of Siemens Healthcare Diagnostics Productstet==
This declaration supersedes any declaration issued previously for the same product. N

Signature; @LZ;:" mﬂfﬁé

Anita Wample

Head of Quality Management

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

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

Page 1 f 1




SIEMENS
EU Declaration of Conformity

:
I 0088

We hereby declare that the product described balow conforms to all applicable requirements
of Couneil Directhﬁ 98/79/EC for in vitro diagnostic medical devices.
|

Legal Manufacturer: Slemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK
|
Place of Manufacture: Siemfpns Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

|
Product Name: IMMULITE/IMMULITE 2000 Free PSA

Catalogue Number (REF): L2KPF2

Siemens Material Number (SMN): 10380984

|
Classification: ANNE’FX II, List B

Conformity Assessment Route: ANNE%X v

|
Notified Body: Lloyd's Register Quality Assurance Ltd.
1 Trinjty Park, Bickenhill Lane
Solihyll, B37 7ES, UK
Identification No. 0088

|
Document Identifier: EC DEC_IMM 2000 Free PSA L2KPF

Version: 01 I
|
|
|
This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products L.
This declaration supersedes any declaration issued previously for the same product.

Signature: M M/n’l M./c.

Anita Warnpie

Head of Quality Management

Siemens Healthcare Dlagnostics Products Ltd.
LLanbiarls Gwynedd LL55 4EL, UK

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




SIEMENS
EU Declaration of Conformity

We hereby declare that the praduct 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: Siemiens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

|
Product Name: IMML?LITE 2000 Calcitonin
Catalogue Number (REF): L2KCL2

|
Siemens Material Number (SMN): 10381446

|

i

i

Classification: Gane"al VD
|
Conformity Assessment Route: ANNEX I
|
|
Document Identifier: EC DEC_IMM 2000 Calcitonin L2KCL
|
Version: 01

This declaration of confarmity is issued under the sole responsibiiity of Siemens Healthcare Diagnostics Products L,
This declaration supersedes any declaration fssued previously for the same product. :

Signature: *% 2o 7-<3é,-} ls

Kevin Owen Datp | iy
Head of Quality Management [Yyyy-mm-ooy -

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

I
|
!
Document No. EC DEC_IMM 2000 Calcitonin LbKCL Ver. 01 Page 1 of 1
|
|




SIEMENS |
EU Declaration of Conformity

We heraby declare that the prﬁbducts describad 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: Sierﬁans Healthcare Diagnostics Products Ltd,
Glyn|Rhonwy

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 CEA
Catalogue Number (REF): L2KCE2
L2KCESG
|
Slemens Material Number (SMN): 10380094
10380995
|
|
Classification: Geneqal VD

Conformity Assessment Route: ANNE{X mn
I
|

Document Identifier: EC DEC_IMM 2000 CEA L2KCE
|

Version: o1
;

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.

- Laoliomple, £ 110 Ot a7 0529

Y

Kevin Owen Date,’ o
Head of Quality Management [YYYY-MM-DD)

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

o

|
i
|
Document No. EC DEC_IMM 2000 CEA L2KCEE Ver. 01 Page 1 of 1




SIEMENS |
EU Declaration of Conformity

|

|
We hereby declare that the products described bel

ow conform to all applicabla requirements
of Council Directive SBITY/EC for in vitro diagnostic medical devices,

Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.

Glyn|Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Place of Manufacture: Siem:ens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK
|
Product Name: IMMULITE 2000 Free T4
Catalogue Number (REF): L2KFT42
|
L2KFT46
!
Siemens Material Number (SMN): 10381678
10381677
i
!
Classification: Genar#l VD

Conformity Assessment Route: ANNEX 111
|
|
EC DEC_IMM 2000 Free T4 L2KFT4

Version: 01

Document ldentifier:

|
This declaration of conformity is issued under the sole resp

onsibility of Siemens Healthcare Dia,
This declaration Supersedes any declaration r'ssuqd previo

usly for the same product.

Signature: QZ lé— & Q

gnostics Products [ td,

Anita Wa?mple !

Head of uality Management

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

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

Page 1 of 1

S




SIEMENS

EU Declaration of Conformity

H
!’ We hereby declare thal the product described below conforms to all applicable requirements
l of Council Directive 98/79/EC for in vitro diagnostic medical devices,

W | e S—

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

This declaration of conformily is issued under

Siemens Healthcare Diagnostics Products Ltd.

GlynJRhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Siem:bns Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynadd, LL55 4EL, UK

IMMULITE Third Generation TSH Control Module
LTGCM

10385395
|
|
|

General IVD
|
ANNEX Il

|
|
EC DEC_IMM Third Generation TSH Control Module LTGCM
01

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

Signature:

Goiitic (hmds 20U 2

Anita Wample Date

Head of Quality Management [YYYY-MM-DD]

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

Document No. EC DEC_IMM Third Generation T:SH Control Module LTGCM  Ver. 01
|
|
|
|
i

[ SO R |

th'p sole responsibility of Siemens Healthcare Diagnostics Products Ltd,




SIEMENS

Siemens Healthcare Diag

nostic§

PmduclT GmbH

Declaration of Conform

ity

Konformititserklirung

€

[Wir erklaren hiermit, dass die unten angégebenen In-vitro- | We hereby declare that the in vitro diagnostic devices
Diagnostika-Produkte mit den Grundlegenden described below conforms fo all applicable Essenitial
Anforderungen der Richtlinie 98/79/EG des Europiischen | Requirements of Directive 98/79/EC on in vitro Diagnostic
Parlaments und des Rates Uber In-vitro~biagnostika Medical Devices and accordance was shown by conformity
Ubereinstimmen und die Anforderungen gema® Annex Il | assessment procedures of Annex fli. |
erflilt werden, |
Produktname (deutsch): | Product name (English): .

[IMMULITE 2000 / IMMULITE 2500 Reinigungsmodul | IMMULITE 2000 / IMMULITE 2500 Probe Cleaning Kit | |

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

! L2KPM |

|
PackungsgréBe(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 Siemens Healthcare Diagnostics Proclucts GmbH

Emil-von-Behring-Str. 76
35041 Marburg

Emil-von-Behring-Sir. 76
350471 Marburg
Gemmany

Bestétigung / Authorization:

Director Quality/Regulatory

v

A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

| 2011-04-05

LP-00101_VI._DoC — Giiltig ab: 2011-01-25 |
i

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

Seite / Iage; 1

von/of 1
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