EU Declaration of Conformity

0088

We hereby declare that the product described below conforms to all m%mﬁmgm reguiraments
of Councit Directive SB/THEC for in vitro diagnostic medical devices.

Legal Manufacturer:

Placs of Manufacture:

Product Name:
Catalogue Number (REF):

Siemens Material Number {Shan):

Classification:
Conformity Assessment Route:

Notified Body:

Document identifier:

Yersion:

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,

LoniZ2 [l ple

Signature:

Document No. EC DEC_IMM 2000 Anti-HBs L2KAH Ver. 01

Siemens Healthcare Diagnostics Products Lid.
Giyn Rhonwy

Lianberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Anti-HBs
L2KAH2

10381318

ANNEX I, List A
ANNEX v

Lioyd's Register Quality Assurance Lid.
1 Trinity Park, Bickenhill Lane

Soithull, B37 7ES, UK

Identification No. 0088

EC DEC_IMM 2000 Anti-HBs L2KAH

01

Anita Wample

Head of Quality Management

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

Page 1 of 1

Date: 2020.03.25 16:47:34 EET
Reason: MoldSign Signature

Location: Moldova




EU Declaration of Conformity

: We hereby declare that the products daseribed halow condom o all .mwmmnmwmm requiraments
of Councll Directive B8IPYEC for in vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number {SMN):

Classification:

Conformity Assessment Route:

Document identifier:

WYersion:

This declaration of conformity is issued under the sols responsibility of Siemens Healthcare Diagnostics Products Lid,
This declaration supersedes any declaration issued previously for the same product

Signature:

Document No. EC DEC_IMM 2000 Anti-TG Ab L2KTG Ver. 01

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

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL8S 4EL, UK

IMMULITE 2000 Anti-TG Ab

L2KTG2Z
L2KTGE

10381859
10381655

General IVD

ANNEX i

EC DEC_{MM 2000 Anti-TG Ab L2KTG

01

L \\%&QN\

Anita Wampile

Head of Quality Management

Slemens Healthcars Diagnostics Products Litd.
Lianberis Gwynedd LL55 4EL, UK

o872




EU Declaration of Conformity

We hereby declare that the products desoribed below onrform to all .m%mnmﬁm requirements
of Council Directive 88/79/EC for in vitro diagnostic medical deviges,

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

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

Lianberis, Gwynedd, LL5S 4EL, UK

Product Name: IMMULITE 2000 PSA
Catalogue Number {REF): L2KPS2
L2KPSS

Siemens Material Number {SMN): 10380986
10380996

Classification: ANNEX i, List B

Conformity Assessment Route: ANNEX v

Notified Body: Lioyd's Register Quality Assurance Ltd.
1 Trinity Park, Bickenhill Lane
Solihull, B37 7ES, UK
Identification No. 0088

Document ldentifier: EC DEC_IMM 2000 PSA L2KPS

Version: 01

This declaration of conformity is issued under the sole responsibility of Siemens Healthcars D
This declaration supersedes any declaration issued previously for the same product.

Signature: § § bmnx

Anita Wample

Head of Quality Management

Siemens Healthcare Dlagnostics Products Ltd,
LLanberls Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 PSA L2KPS Ver. 01

Page 1 of 1




EU Declaration of Conformity

&

We hereby deulare that the producis described below conform to all ,mun.,amvwm requirements
of Council Directive S8/79/EC for in vitro diagnostic medical devices.

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

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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 CEA
Catalogue Number (REF): L2KCE2
L2KCES

Siemens Material Number (SMN): 10380884
10380995

Classification: Generai VD

Conformity Assessment Route: ANNEX 1i

Document Identifier: EC DEC_IMM 2000 CEA L2KCE

Version: o1

This declaration of conformity is issued under the sole responsibility of Siemens Im@?

Didgnestics Broducts Ltd.
This declaration supersedes any declaration issued previously for the same produc ’

Signature: §§\%\ I b2 n Owtrns e /0329
Kevin Owen Date
Head of Quality Management [YYYY-MM-DD]

Siemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LLS5 4EL, UK

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




EU Declaration of Conformity

f Councit

We hareby declare that the products described below conform o alf m%mmmwmm requirerments
Uirective 88/79/EC for in vitro diagnostic medical devices

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document identifier:

Version:

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

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

IMMULITE 2000 Anti-TPO Ab

L2ZKTO2
L2KTO8

10381650
10381649

General IVD

ANNEX 1l

EC DEC_IMM 2000 Anti-TPO Ab L2KTO

01

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

Signature:

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

Ll T (22m gl Lol f-ry
Anita Wample

“Date
Head of Quality Management ALAL

Siemens Healthcare Diagnostics Products:
Lianberls Gwynedd LLS5 4EL, UK




EU Declaration of Conformity

We hereby declare thal the products deseribed below conform to all applicable requirements
of Council Directive 88/79EC for in vitro disgnostic medical devices,

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

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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Free T3
Catalogue Number (REF): L2KF32
L2KF36

Siemens Material Number {SMN): 10381675

10381682
Classification; General VD
Conformity Assessment Route: ANNEX 1
Document identifier: EC DEC_IMM 2000 Free T3 L2KF3
Version: 01

This decfaration 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.

7 -
Signature: oy e m&&wmw\w\& %nmmm\
Anita Wample

Head of Quality Management
Slemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Free T3 L2KF3 Ver. 01



goes

We hereby declare that the product descrbed below conforms o all apphcabls requiremanis
of Council Directive SB/TS/EC for in vitre diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:
Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document ldentifier:

Version:

This declaration of conformity is issued under the sole responsibility of Siemens Heaithcare Diagnostics Productsdid”
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 4FL, UK

IMMULITE 2000 Toxoplasma Igh {u-Capture)
L2KT22

10381298

ANNEX 1, List B
ANNEX IV

Lloyd's Register Quality Assurance Lid.
1 Trinity Park, Bickenhill Lane

Solihull, B37 7€8, UK

Identification No. 0088

EC DEC_IMM 2000 Toxoplasma Ighi {s-Capture) L2KTZ

01

§\R\§ \\\

Anita Wample

Head of Quality Management

Slemens Healthcare Diagnostics Products Ltd,
Lianberls Gwynedd L1855 4EL, UK

Document No. EC DEC_IMM 2000 Toxoplasma IgM {u-Capture) L2KTZ Ver, 01

Page 10f 1



EU Declaration of Conformity

ey

o8

We hereby declars that the product desorbed below conforms o all applicable requiremenis
of Council Directive 98/T9/EC for n vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacturs:

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

Lianberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Giyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Toxoplasma Quantitative lgG
LZKTXP2

10381323

ANNEX Il List B
ANNEX v

Lloyd's Register Quality Assurance Lid.
1 Trinity Park, Bickenhill Lane

Solihull, B37 7ES, UK

identification No. 0088

EC DEC_IMM 2000 Toxopiasma Quantitative IgG L2KTXP

01

This declaration of conformily is issued under the sole responsibility of Siemens Heaithcare Diagnostics Products Lid,

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

Signature:

§§%Nﬂk

Anlta Wample

Head of Quality Management

Slemens Healthcare Diagnostics Products Lid.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Toxoplasma Quantitative 1gG L2KTXP Ver. 01

Page 1 of 1
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EU Declaration of Conformity

of Counct

0088 ;
We heraby declare that the product describad helow conforms to al applicabls requirermnents :

irective 8B/T9/EC for in vitro diagnostic medicsl devices,

Lega! Manufacturer:

Place of Manufacture:

Product Name:
Catalogue Number (REF);

Siemens Material Number (SMN):

Classification:
Conformity Assessment Routs:

Notified Body:

Document identifier:

Version:

This declaration of conformity is issued under the sole responsibility of Sismens Heslthcare Diagnostics Products Lid.
This declaration supersedes an y declaration issued pre viously for the same product.

Signature:

Document No. EC DEC_IMM 2000 Free PSA L2ZKPF Ver. 01

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

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Llanberis, Gwynedd, LLS5 4EL, UK

IMMULITE/IMMULITE 2000 Free PSA
L2KPF2

10380984

ANNEX 11, List B
ANNEX IV

Lloyd's Register Quality Assurance Ltd.
1 Trinity Park, Bickenhill Lane

Solihull, B37 7E8, UK

identification No. 0088

EC DEC_IMM 2000 Free PSA L2KPF

01

Mot L ple.

Anita Wample

Head of Quality Management
Slemens Healthcare Diagnostics Products Lid
Lianberls Gwynedd LL55 4EL, UK

Page 1 of 1



o688

We hereby declare that the product described below conforms o al %ﬁmmmwwm reguirameants
of Councli Directive 98/79EC for In vitro diagnostic medical devices.

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

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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 CMV Igh
Catalogue Number (REF): L2KCM2

Slemens Material Number {SMN): 10381320

Classification: ANNEX 1I, List B
Conformity Assessment Route: ANNEX IV
Motified Body: Lioyd's Register Quality Assurance Lid.

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

Document identifier: EC DEC_IMM 2000 CMV Igh L2KCM

Version: 01

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

Signature: § \@g\\mﬁx 20/6 \%\ \%

Anita Wample Date

Head of Quality Management [YYYY-MM-DD]
Slemens Healthcare Diagnostics Products Lid.
Lianberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 CMV IgM L2KCM  Ver. 01



EU Declaration of Conformity

0085

We harsby declare that the product desaribed balow conforms 1o all applicable requiremeants
of Council Directive $8/79/EC for in vilro diagnostic medicat devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:
Catalogue Number (REF):

Siemens Matarial 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 Lid.
This declaration supersedes any declarafion issued previously for the same product.

Signature:

Document No. EC DEC_IMM 2000 GV IgG L2KCVG  Ver. 01

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Lianberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 CMV 1gG
L2KCVG2

10381309

ANNEX 1, List B
ANNEX 1V

Lloyd's Register Quality Assurance Lid,
1 Trinity Park, Bickenhill Lane

Solihull, B37 78, UK

ldentification No. 0088

EC DEC_IMM 2000 CMV IgG LZKCVG

01

(o ple 20

Anlta Wample

Head of Quality Management

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

Page 1 of 1



EU Declaration of Conformity

We hereby declare that the products described below conform o all applicable requirernenis

of Councit Directive 9BITSEC for in vitre diagnostic medical devices
Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.
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 AFP
Catalogue Number {(REF): L2KAP2
L2KAPE
Siemens Material Number (SMN): 10381187
10381184
Classification: General VD
Conformity Assessment Route: ANNEX It

Document identifier:

Yersion:

EC DEC_IMM 2000 AFP L2KAP
01

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

Signature:

o= \\\\u\g\&\m\

Anita Wample

Head of Quality Management
Siemens Healthcare Diagnostics Pr
LLanberls Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 AFP L2KAP  Ver. 01

Page 1 of 1




EU Declaration of

Conformity

We hereby declare that the peoducts desaribed below conform io ol applicable reguirements
of Coune

i Dirsclive S8/79/EC for in vitro diagnostic medical devices,

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number {SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

This declaration of conformity is issued under
This declaration supersedes any declaration issued previously for the same product.

Signature:

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

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

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

IMMULITE 2000 Free T4

L2KFT42
L2KFT46

10381678
10381677

General VD

ANNEX il

EC DEC_IMM 2000 Free T4 L2KFT4

01

@N@%\\S

the sole responsibility of Siemens Healthcare Diagnostics Products Ltd,

Anita Wample /

Head of Quality Management

Siemens Healthcare Dlagnostics Products Ltd,
Lianberis Gwynedd LL5% 4EL, UK




Wa hereby declare thal the products awﬁn@wu below conform 1o all \mmmma@mm reguirements
of Councll Directive SB/79/EC for in vitro diagnostic medical davices.

Legal Manufacturer; Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Llanberis, Gwynedd, LL5S 4EL, UK

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

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Third Generation TSH
Catalogue Number (REF): L2KTS2
L2KTS6

Siemens Material Number (SMN): 10381665

10381667
Classification: Genera! VD
Conformity Assessment Route: ANNEX i}
Document ldentifier: EC DEC_IMM 2000 Third Generation TSH L2KTS
Version: 01

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

Signature: / W W&NNN. mﬂ, x4 %W»@ﬁ%&&x

Anita Wample

Head of Quality Management

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

Document No. EC DEC_IMM 2000 Third Generation TSHL2ZKTS Ver. 01

Page 1 of 1



EU Declaration of Conformity

We hereby declare that the products described below conform to ail applicable reguremants
of Council Directive Q8/7YEC for in viro disgnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Slemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Version:

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

Slgnature:

Document No. EC DEC_IMM 2000 Total T3 L2KT3 Ver. 01

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

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Lianberis, Gwynedd, LL5S 4EL, UK

IMMULITE 2000 Total T3 e i

L2KT32
L2KT38

10381654

10381657

General IVD

ANNEX i}

EC DEC_IMM 2000 Total T3 L2KT3

01

Anita Wample

Head of Quality Management

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




EU Declaration of Conformity

We hereby declare that the producis described below conform to all applicabls requiremeants
of Council Dirpctive SBI79/EC for in vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Slemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document identifier:

Version:

This declaration of conformity is issusd under the sole responsibility of Siemens Heslthcare Diagpestii
This declaration supersedes any deciaration issued previously for the same product,

Signature:

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

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

IMMULITE 2000 Total T4

L2KT42
L2KT46

10381685
10381664

General IVD

ANNEX Hi

EC DEC_IMM 2000 Total T4 L2KT4

01

R v

[eria e [(Dmpl.
Anita Wample
Head of Quality Management

Slemens Healthcare Diagnostics Products Lid
LLanberls Gwynadd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Total T4 L2KT4 Ver. 04

Page 1 of 1




Konformitéatserkldrung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtfinie 98/79/EG des Européischen
Parfaments und des Rates iiber In-vitro-Diagnostika
Gbereinstimmen und die Anforderungen gemaR Annex |l
erflilt werden.

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

We hereby declare that the in vitro diagnostic devices
described below conforms fo alf applicable Essential
Reguirernents of Directive 98/79/EC on in vifro Diagnostic
Medical Devices and accardance was shown by conformity
assessment procedurss of Annex Hli.

Produkiname (deutsch);

Product name (English):

[ IMMULITE 2000 / IMMULITE 2500 Waschmodul

{IMMULITE 2000 / IMMULITE 2500 Probe Wash Module

m

Praduki-Nr, / Product No. (REF):

f

m L2PWSM |
Packungsgrbfe(n) / Package Size(s) (REF):

! L2PWSM |
IVD-Kategorie / /VD Category:

[ Sonstige | Others ]

Hersteller / Manufacturer:

L

Siemens Healthcare Diagnastics Products GrmbH

Adresse (innerhalb Deutschiand):

Address (infemational).

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

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

Bestatigung / Authorization:

Birector Quality/Regulatory

-

AL

Untérschrift / Signature

Dr. dérg Ambormn

Name /Name

2011-04-14

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

LP-00101_VL_DoC ~ Gitig ab: 2011-01-25

Seite / Page: 1 von/ of 1



SIEMENS e e reduets G

Konformitédtserklarung Declaration of Conformity

| Wir erkifiren hiermit, dass die unten angegebenen In-vitro- | We hereby declare that the in vifro diagnostic devices
Diagnostika-Produkte mit den Grundlegenden described below conforms to all applicable Essential
| Anforderungen der Richtlinie 98/79/EG des Europdischen | Requirements of Directive 98/78/EC on in vitro Diagnostic
| Parlaments und des Rates Uber In-vitro-Diagnostika Medical Devices and accordance was shown by conformity
| ibereinstimmen und die Anforderungen gemal Annex lll | assessment procedures of Annex Ji.
| erfiilt werden.
Produkiname (deutsch): Product name (English):
[ IMMULITE 2000 7 IMMULITE 2500 Reinigungsmodul | IMMULITE 20007 IMMULITE 2500 Frobe Cleaning Kit

Produkt-Nr. / Product No. (REF):
_ L2KPM

Packungsgréfe(n) / Package Size(s) (REF):
L L2KPM
IVD-Kategorie / fVD Category:
[ Sonstige | Otrers
Hersteller / Manufacturer:
h Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland):

| Siemens Healthcare Diagnostics Products GmbH Siemens Healthcare Diagnostics Products GmbH
j Emil-von-Behring-Str. 76 Emil-von-Behring-Str. 76

“ 35041 Marburg 35041 Marburg

Gemany

Address (infernational):

Bestatigung / Authorization:
Director Quality/Regulatory

AL

Unterschrift / Signature

Dr. J6rg Amborn
Name /Name

2011-04-05
Datum [JJJJ-MM-TT] / Date [YYYY-MM-DDJ

LP-00101_ViL_DoC ~ Giiltig ab: 2011-61-25

Seite / Page: 1 von/of 1




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

Manufacturer:

Siemens Healthcare Diagnostics Inc.
5216 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 Diagnestic Medical Device
Device name: IMMULITE® 2000 Chemiluminescent Substrate
Catalog number: L2SUBM

National and other

standards and technical = EN 375, EN 980, ISO 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 8QD

United Kingdom ;
Signature/Date of %m Wm
Manufacturer or Q@\ / w\\www@o@
Respensible Party: 7 Signature )

Name/Title of Signatory: EN» m &.\. 2 \w\\\x \w&

Print Name

-0 RA-018-A Eff Date: 04/03
August 13, 2009 -Date; 04/0




m N

EU Declaration of Conformity =

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

Legal Manufacturer:

Place of Manufacture:

EC Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Version:

This declaration of conformity is issued un
This declaration Supersedes any declaration issued previously for the same product.

Signature:

Document No. DoC_iMMULITE 2000_RxnTubes Ver. 4.0

Siemens Healthcare Diagnostics Inc,
62 Flanders-Bartley Road ==
Flanders, NJ, 07836, USA E B

CARCLO TECHNICAL PLASTICS EEm
Grant Road e!!fi;a»heh!:!sﬁesz
Tucson, AZ 85705, USA ==
Hoover Precision Products & t!!f.,?m
1390 Industrial Park Dr., B
Sault Ste. Marie, Ml 48783, USA min.f!mm
Siemens Healthcare Diagnostics Manufacturing Ltd.

Chapel Lane T
Swords, Co. Dublin, Ireland .
IMMULITE 2000 Systems Reaction Tubes EN
LRXT

10385206

General VD

ANNEX i}

DoC_IMMULITE 2000_RxnTubes

4.0

der the sole responsibility of Siemens Healthcare Diagnostics Inc.

Digitally signed by Ryan Sherrie

. = =
DN: serialNumber=200262FR, givenName=Sherrie, B =
m 3 mﬁ—\.—m sn=Ryan, o=Siemens, cn=Ryan Sherrie S

Date: 2019.05.21 09:12:46 -04'00¢

T = =
Sherrie Ryan Date =
Sr Manager Regulatory Affiars [YYYY-MM-DD]
Siemens Healthcare Diagnostics Inc. Zmmee
Newark, DE 19714 =

Page 1 of 1



B 5 W B OHE

EU Declaration of Conformity

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

We hereby declare that the product described below conforms to all applicable requirements

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

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

Llanberis, Gwynedd, LL55 4FL, UK

EU Authorized Representative: Siemens Mealthcare Diagnostics Manufacturing Ltd.
Chapel Lane
Swords, Co. Dublin, lreland

Product Name: IMMULITE 2000 Herpes | & 11 igG

Catalogue Number (REF): LZKHVG6

Siemens Material Number (SMN): 10381333

Classification: General VD

Conformity Assessment Route: ANNEX 1

Document identifier: EC DEC_IMM 2000 Herpes | & 11 1gG L2KHVG
Version: 0z

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagn

This deciaration supersedes an y declaration issued previously for the same product,

Signature:

Robak Malgorzata

Malgorzata Robak

Reguiatory Affairs Supervisor

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

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

Page 1 of 1




We hereby declare that the product described below sonforms o all applicable requirements
of Councit Directive S8/7HEC for in vilro disgnostic medical devices,

Legal Manufacturer:

Place of Manufacture:

Product Nama:
Catalogue Number {REF):

Siemens Matarial Number {SMIN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

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

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

IMMULITE 2000 GI-MA
L2KGI2

10380988

General IVD

ANNEX 1}

EC DEC_IMM 2000 GI-MA L2KGi

01

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

Signature:

Document No. BC DEC_IMM 2000 Gl-mA L2KGI Ver. 01

e, AN ry o~
VAL (A &\w&%{ AV 2
Anita Wample Date
Head of Quality Management [YYYY-MM-DD]

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




EU Declaration of Conformity

! We hereby declare that the products described below conform to all applicable requirements %r;guwum
M of Council Directive 98/79/EC for in vitro diagnostic medical devices. = wmm%z‘
Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd. WM;%&M
Glyn Rhonwy e
Llanberis, Gwynedd, LL55 4EL, UK mﬁw M
Piace of Manufacture: Siemens Healthcare Diagnostics Products Ltd. e
Glyn Rhonwy e
Llanberis, Gwynedd, LL55 4EL UK EEEETE
EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd. MH,? aww
Chapel Lane T
Swords, Co. Dublin, Ireland & W,m
Product Name: IMMULITE 2000 Prolactin =
Catalogue Number (REF): L2KPR2 e
L2KPRs ST

Siemens Material Number (SMN): 10381200

103811909
Classification: General VD
Conformity Assessment Route: ANNEX 1
Document Identifier: EC DEC_IMM 2000 Prolactin L2KPR
Version: 02

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

Robak
Signature: zm_QOﬂNmﬁm

G
Reason: f am appro
Date: 2019.02,17 23

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

Document No. EC DEC_IMM 2000 Proiactin L2KPR  Ver. 02

Page 1 of 1




We hereby declare that the products desoribed below conform o all applicable requirements
of Councll Directive SBI7S/EC for n vitro diagnostic medical devices

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

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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Total Testosterone
Catalogue Number {REF): L2KTW2
L2KTws

Siemens Material Number {SMn): 10381190

10381191
Classification: General VD
Conformity Assessment Route: ANNEX 1
Document identifier: EC DEC_IMM 2000 Total Testosterone L2KTW a%;ﬁ%ﬁ
Version: 01

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Lid.
This declaration Supersedes any declaration tssued previously for the same product.

N

\.\ ¥ E «skzé)\ nw

A, mm?%&\?
Anita Wample
Head of Quality Management

Slemens Healthcare Diagnostics Products Ltd.
Llanberis Gwynedd LLSS 4EL, UK

Signature:

s

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

Page 1 of 1



m
_

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 conformily is issued under the sole responsibility of Siemens Healthcare Diagnostics Prodiie -Lid.
This declaration supersedes any declaration issued previously for the same product a ‘

Signature:

Siemens Healthcare Diagnostics Products Lid.
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 HBsAg

L2KHB2

10381306

ANNEX i, List A
ANNEX IV

Lioyd's Register Quality Assurance Ltd.
1 Trinity Park, Bickenhill Lane

Solihull, B37 7ES, UK
ldentification No. 0088

EC DEC_IMM 2000 HBsAg L2KHB

02

Robak
Malgorzata

Malgorzata Robak
Regulatory Affairs Supervisor

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

Document No. EC DEC_IMM 2000 HBsAg LOKHB Ver. 02

Page 1 of 1




EU Declaration of Conformity

0197

We hereby declare that the product described below conforms to all applicable requirements
of Councii 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

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

Signature:

Siemens Healthcare Diagnostics Products Ltd.
Giyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd,
Glyn Rhonwy

Lianberis, Gwynedd, LL55 4EL, UK

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

IMMULITE® 2000 Anti-HBc
L2KHC2

10381311

ANNEX 11, List A

ANNEX vV

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 Anti-HBc

03

m O —Um x mm.m_z A%E hy Rabak Malgorzata
Malgorzata

Date: 2019.09.26 22:50:36 +01°00"

Malgorzata Robak

Regulatory Affairs Supervisor

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

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

Page 1 of 1

HHHIHIE

Y




W
EU Declaration of Conformity

We hereby declare that the products described balow conform 1o afl applicable requirements
of Council Direciive 88779/EC for in vites diagnostic medical devices,

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

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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Total ig

Catalogue Number (REF}): L2KIE2 W
L2KIES el

Siemens Material Number (SMN): 10380873 - 1 :
10380872 =

Classification: General IVD

Conformity Assessment Route: ANNEX 1

Document identifier: EC DEC_IMM 2000 Total IgE L2KiE

Version: 01

Signature:

Kevin Owen

Head of Quality Management

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

Document No. EC DEC_IMM 2000 Total IgE L2KIE Ver 01

Page 1 of 1
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