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Nurnlrul

Data

Sediul;

lvlodul

Otriiictul

I

Capitalul

Adminis

Registrul

Specialist
tel.022-207



EU Declara

Legal Manufactqrer:

Place of Manufabture

on of, Conformity

(sMN):

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
Chaoel Lane

EU Authorized

Product Name:

Catalogue Number (

Siemens Material Nu

Classification:

Conformity

Document ldentifier:

Version:

This declaration of
This declaration

Signature:

requirements

Lrd.

Swords, Co. Dublin, lreland

IMMULITE 2000 Thlrd Generation TSH

t2Krs2

L2KTS6

1 0381 665

1 0381 667

General IVD

ANNEX III

Malgorzata
Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Lld.
Llanberis, Gwynedd LLs5 4EL, UK

IMM 2000 Thlid Generation TSH L2KTS Ver. 02

G
declare that the products described below conform to all
of Council Directive 98l79lEC for in vitro diagnostic medical

Document No. EC DEC eToe I ot'



s-$ *ffi&.$H $

EU Declara

Route:

on of Conformity

requirements

Legal Manufacturer:

Place of Manufacture

EU Authorized

Product Nanre:

Catalogue Number (

Siemens Material

CIassification:

Confonmity Asses

Notified Body:

Document Identifier:

Version:

This declaration of
This declaration

S ig n atu re:

Robak
Malgorzata

IMMULITE@ ?000 AFP Ver. 04

Diqitally tigned by Robak Malgozrta
DN: s€ialNumber=Zm20NKF,
givenName=Malgo/2ata, sn=Robak, o=siemeni,
.n= Robak M ilsorzata
Reason: I am approving thts do.ument
Dat€:201907 22 l6 07:59+01'00'

Siemens Healthcare Diagnostics Produc;ts Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

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

Siemens Healthcare Diagnostics Manufacturin!
Chapel Lane

Ltd.

(sMN):

Swords, 0o. Dublin, lreland

IMMULITE@ 2OOO AFP

L2KAP2, L2KAP6

'10381 187,10381184

ANNEX ll, List B

ANNEX I\/

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nuremberg, Germany
ldentiflcation No. 0197

EC DEC IMMULITE@ 2OOO AFP

04

is rssued under the so/e responsibility of Siemens Healthc'Are
any decla;ation issuecl previously for the same product.

Malgozata Robak
Regulatory Affairs Superuisor
Siemens lHealthcare Diagnostics Products Lld.
Llanberis, Gwynedd, LL55 4EL, UK

IYYYY-MM-DDl

Page 1 if1

declare that the products described below conform to all applicabl
of Council Directive 98l79lEC for in vitro diaonostic medical

Document No. EC



EU Decla

'': -:t::'

on of Conformity

requirements

Place of Manuf

EU Authorized

Product Name;

Gatalogue Number

Siemens Material N

Classification:

Gonformity Asse

Document ldentifier:

Version:

This declaration of

Sig nature:

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

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

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

IMMULITE 2000 Anti-TPO Ab

L2KT02

L2KTO6

r (SMN): 1 0381 65Cl

'10381649

General IVD

ANNEX III

EC DEC IMM 2000 Anti-TF'O Ab L2KTO

02

is issued under the so/e responsibility of Siemens Healthc'are
This declaration any declaration issued previously for the same product.

Robak
Diqitally signed by Robak Malgozata
DNr seridlNumbeFZ0020NKF
glvenNahe=Malgonata, sn=Robak, o=5i+mens,
cn=Robak Malgozata
Rcasohr I ah approvlng thts document
Dale:2019 02 04 l4:37:08 Z

Products Ltd

Date
IYYYY-Mr,'r-DDl

Page l

Malgorzata

Llanberis, Gwynedd LL55 4EL, UK

IMM 2000 Anti-TPO Ab L2KTO Ver.02

Malgozata Robak
Regulatory Affairs Supervisor
Siemens lHealthcare Diagnostics Products Lld.

declare that the oroducts described below conform to all
of Counpil Directive 9817glEC for in vitro diagnostic medical

rff 1



Legal Manufacturer;

Place of Manufacture

EU Authorized

Product Name:

Catalogue Number (

Siemens Material N (sMN):

Document ldentifier:

Version:

Signature:

:-i

Swords, 0o. Dublin, lreland

IMMULfTE 2000 Free T4

LZKFI42

L2KFT46

1 0381 678

10381677

General IVD

ANNEX III

EC DEC IMM

02

2000 Free T4 L2KFf4

This declaration of is issue{ under the so/e responslbility of Siemens Healthqare Producls Ltd.

This declaration any decl4ration issued previously for the same product.
Digihllyngned by Robak M.lgoata
DN: senalNu nb er=Z0020NKF

Ro ba k Ma I g o rzatu 
il"-;ffi r"ffi'il,:.:.:^;'*-'

Malgorzata Robak
Regu latory Affairs Supervisor
Siemens Healthcare Diagnostics Products lJtd.

Date

TYYYY-M1vr-DDl

Llanberis, Gwynedd LL55 4EL, UK

df1

on of Oonfqrmity

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanbe/is, Gwynedd, LL55 4EL, UK

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

Siemeris Healthcare Diag nostics Manufacturin g Ltd.
Chapel Lane

declare that the products described below conform to all
of Council Directive 9817)lEC for in vitro diagnostic medical devi

Document No. EC DE IMM 2000 Free T4 L2KFT4 Yer.02 fage'1



NS
rmitdtse

sl
rklSru ng

Produktname

Hersteller / r

I Authorization:

Gii tig ab 2011+01-25LP-00101_VLsDoG

allapplicable

was shown,by
Ilt.

Seite / Page: 1 vafi t ol 1



SNffi [

Konfo

ulem(

nitiitserkldrung Declaration

Healthcare tliagnosfics
Products Gt"itbH

f Conformity

Wir erklSren hiermi
Diagnostika-Produl
Aniorderungen der
Parlaments und de
ribereinstlmmen un
erfUllt werden.

dass die unteh angegebenen In-vitro-
: mit den Grufldlegenden
iichtlinie 98179/EG des EuropAischen
Rates iiber In+vitro-Diagnostika
die Anforderuhgen gemtif$ Annex lll

We hereby declare that the t

descibed below confotms tt
Requlrements of Directive I
Medical Devlces and accara
assiessmentprocedures of I

vitro diagnostic devices
all applicable Essenlia/
t79/EC on in vitro Diagno
nce was shown by canfo
nex lll.

slic
v,nity

Produktname sch): Product name (English):
IMMULITE 20OO / MULITE 2500 Waschmodul IMMULITE 2OOO / IMMULIT| 2500 Prabe Wash Madr.

Produkt-h'Jr. / ct No. (REH;
L2PWSM

Packun Packaqe Size(s) (REF):

L2PWSM

IVD-Kateqorie / Cateqorv,
Sonstioe Others

Hersteller / >turer:
Siemenb Healthcare Diagnostics Products GmbH

Adresse )eutschland): Address (inlematianal):
Siemens Heal

Er

care Diagnostjcs Products GmbH
il-von-Behring.Str, 76
35041 Marburg

Siemens Healthcarc Di
Emil-von-E

35041
Ge.

Products Grnbt

"76urg

LP-001 01_VL_DoC -

Bestiitiqunq I Authorization :

ol 1

Director Quality/Reg ulatory

1 4-11
Untbrschrift I Sianaturc

Dr. Jdrg Amborn

Name /Name

2011-04..14

Datum tJJJJ-MM-TTI I Date TYYYY-MM-DDI:

ab 2011-01-25 eite/Page: 1 von



EU Decla on of Conformity

requirements

Legal Manufacturer:

Place of Manu

EU Authorized Re

Product Name;

Catalogue Number

Siemens Material N

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

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

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

l[/MULITE 2000 Total T3

L2KT32

L2KT36

1 0381 654

1 0381 657

General IVD

ANNEX III

Malgorzalta Robak
Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

Robak Malgorzata *''{[ms'

Dater20l902l722;18:432 
ment

Classification:

Conformity Asses

Document ldentifier:

Version:

This declaration of
This declaration

Signature:

ber (SMN):

t Route:

IMM 2000 TotalT3 L2KT3 Ver. 02

EC DEC IMM 2000 TotalT3 L2Kr3

02

is issued under the so/e responsibility of Siemens Healthc'are
any declaTation issued previously for the same product.

Diglt.lly !i9ned by Robal Malgozara

Products Ltd

Page 1

declare that the oroducts described below conform to all
of Council Directive 98l79lEC for in vitro diagnostic medical

Date
IYYYY-MM.DDI

Document No, EC DE rif 1



EU Declar on of Oonformity

11 i1

Legal Manufacturer:

Place of Manufacture

EU Authorized

Product Name:

Catalogue Number (

Siemens Material N (sMN):

Glassification:

Conformity As

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, 0o. Dublin, lreland

IMMULITE 2000 TotalT4

L2KT42

L2KT46

1038'1685

1 03Bl 664

General IVD

ANNEX III

EC DEC IMM 2000 TotalT4 L2Kf4

02

This declaration of is issued under the so/e responsib ility of Siemens HealthQare

This declaration any declaration issued previously for the same product.

Signature:

Products Ltd.

Malgorzata Robak
Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products U.td

Llanberis, Gwynedd LL55 4EL, UK

Page 1

declare that the products described below conform to all applica
of Council Directive 98l79lEC for in vitro diagnostic medical de

Document No. EC DE IMM 2000 TdtalT4 L2KT4 Ver. 02 dfl



Legal Manufacturer:

Place of

EU Authorized

Product Name:

Catalogue Number (

Siemens Material

Classification:

Conformity Assessm

Document Identifier:

Version;

This declaration of
This declaration st

Sig natu re:

Oiqitally tgned by Robdk Malgo?ata

Robak Malgorzata ak''=

ment

Malgorzata Robak
Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd.
Llanberis, Gwynedd LL55 4EL, UK

Page 1

on of Conformity

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 Diagnr:stics ManufacturinE Ltd.
Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2000 Chemiluminescent Subsitrate Modu

L2SIJBM

10385232

General IVD

ANNEX III

EC DEC_IMM 2000 Substrate L2SUBM

o7

is issued under the so/e responsibilitv of Siemens Healthcare
any declafation rrisued previously for the same product.

Products Ltd.

Date
IYYYY-MM-DDl

declare that the oroduct described below conforms to all a
of Council Directive 98171lEC for in vitro diaonostic medical

Document No. EC DEC IMM 2000 Substrate L2SUBM Ver. 07 of'



EU Declara on of Gonformity

Legal Manufacturer:

Place of Manu

EC Authorized Repre

Product Name:

Catalogue Number

Siemens Material N

Classification:

Conformity Assessm

Document ldentifier:

Version:

This declaratiot'r of
This declaration

Signature:

Sienrens Healthcare Diagnostics lnc.
62 Flanders-Bartley Road
Flanders, NJ, 07836, USA

CARCLO TECHNICAL PLASTICS
Grant Road
Tucson, AZ 85705, USA

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

Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane

r (SMN);

Swords, Co. Dublin, lreland

IMMULITE 2000 Systems Reaction Tubes

LRXT

'10385206

General IVD

ANNEX III

DoC IMMULITE 2000 RxnTubes

4.0

y is issued under the so/e responslbility of Siemens Healthcqre
any declarlation issued previously for the same product.

Route:

requirementsi

gnostics lnc.

Ryan 5henie

2:46 -O4'O0'

026ZFR, givenName=5herrie,
cn=Ryan 5herrieRyan Sherrie 

fr

Sherrie Ryan
Sr Manager Regulatory Affiars
Siemens Healthcare Diagnostics Inc.
Newark. DE 19714

Date
IYYYY-MM.DDl

ITE 2000_JRxnTubes Ver. 4.0 Paqe 1 of

declare that the product described below conforms to all applicabl
of Council Directive 9817llEC for in vitro diagnostic medical devi

Document No. DoC
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