EU Declaration of Conformity

g We heraby declare that the product described below conforms to all applicable raquiremeants
! of Councit Directive 88I79/EC for in vitro diagnostic medical devices.

Legal Manufacturer: Slemens 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 C-Peptide
Catalogue Number (REF): LZKPEP2

Siemens Material Number (SMN): 10381450

Classification: General IVD

Conformity Assessment Route: ANNEX

Document identifier: EC DEC_IMM 2000 C-Peptide L2KPEP

Version: 01

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

Signature: éz T M&fﬁﬁ& » Y

Anita Wample Date

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

Lianberls Gwynedd LL55 4EL, UK

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

Digitally signed by Marinescu Traian Alin y
Date: 2019.12.26 14:11:42 EET
Reason: MoldSign Signature
Location: Moldova




EU Declaration of Conformity

We hereby declars thal the product described balow conforms o all applicable requirements

} of Council £

rective BBITYEC for in vitro diagnostic medical devices,

Legal Manufacturer:

Place of Manufacture:

Product Name:
Catalogue Number (REF):

Siemens Matsrial Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Version:

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 Thyroglobulin
L2KTY2

10381648

General VD

ANNEX it

EC DEC_IMM 2000 Thyroglobulin L2KTY
01

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

Signature:

Document No. EC DEC_IMM 2000 Thyroglobulin L2ZKTY Ver. 01

ST ; .
Ao /&?ﬂw}/&{ﬁ# Y R O,
Anita Wample Date
Head of Quality Management [YYYY-MM-DD]

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




EU Declaration of Conformity

We hereby daclare 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 Products Lid.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

Place of Manufacture; Siemens Heaithcare Diagnostics Products Lid.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Insulin
Catalogue Number (REF): LZKIN2
L2KING

Siemens Materlal Number (SMN): 10381455
103814586

Classification; General IVD

Conformity Assessment Route: ANNEX i

Document tdentifier: EC DEC_IMM 2000 Insulin L2KIN

Versgion: 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.

Sinature (it (62 ol

/ X -N1E
Anita Wample Date
Head of Quality Management [YYYY-8M-DD]

Siemens Healthcare Diagnostics Products Lid.

Lianberis Gwynedd, LL55 4EL, UK

Document No. EC DEC_IMM 2000 Insulin L2KIN Ver. 01

e o
Sl e e




Konformitatserklarung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

Wir erkiéren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates iiber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemal Annex [l
erfullt werden.

We heraby declare that the in vitro diagnostic devices
described below conforms to all applicable Essential
Requirements of Directive 98/79/EC on in vitre Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex i1,

Produktname (deutsch):

Product name (English):

[ IMMULITE 2000 / IMMULITE 2500 Waschmodul

[ IMMULITE 2000 / IMMULITE 2500 Probe Wash Module |

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

i

f L2PWSM |
Packungsgrobe(n) / Package Size(s) (REF):

‘ L2PWSM |
IVD-Kategorie / IVD Category:

| Sonstige | Others |

Hersteller | Manufacturer:

Siemens Healthcare Diagnostics Products GmbH ]

Adresse (innerhalb Deutschland):

Address (infemational).

Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-8tr. 76
36041 Marburg

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

Bestétigung / Authorization:

Director Quality/Regulatory

FaoN

Unterschrift / Signature

Dr. J6rg Ambormn

Name /Name

2011-04-14

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

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

Seite / Page: 1 von/of t



SIEMENS e roducts GmbH

Konformitédtserkldrung Declaration of Conformity

| Wir erklaren hiermit, dass die unten angegebenen In-vitro- | We hereby declare that the in vitro diagnostic devices
Diagnostika-Produkte mit den Grundlegenden described below conforms fo all applicable Essential

| Anforderungen der Richtlinie 88/79/EG des Europdischen | Requirements of Directive 98/79/EC on in vitro Diagnostic

| Parlaments und des Rates Uber In-vitro-Diagnostika Medical Devices and accordance was shown by conformity

| Ubereinstimmen und die Anforderungen gemalt Annex lll | assessment procedures of Annex I,

| erfllt werden.
Produkiname (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 / VD Category:

[Sonstige | Others }

Hersteller / Manufacturer:

Siemens Heaithcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland): Address (infernational):
Siemens Healthcare Diagnostics Products GmbH Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring-Str. 76 Emil-von-Behnng-Str. 76
| 35041 Marburg 35041 Marburg
! Germany

Bestitigung / Authorization:
Director Quality/Regulatory

5 A

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2011-04-08
Datum [JJJJ-MM-TT]/ Date [YYYY-MM-DDJ:

& £y . 4
o s ey ) j‘
\:a,ﬁs‘w , sy
\‘;3;‘“ ;qm“f\,ﬂx‘x 7 i
 Fo g SR £
W}s oy REZ

LP-00101_VL_DoC - Giiltig ab: 2011-01-25 Seite / Page. 1 von/of 1




EC Declaration of Conformity
according to directive 98/7T9/EC, Annex III

Manufscturer:

Siemens Healthcare Diagnostics Inec.
5210 Pacific Concourse Drive
Los Angeles, CA 900456900

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: L2SUBM

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

specifications: IS0 14971, ISO/IEC 17050-1, 2, EN 17511, 21 CFR 820

EU Representative: Siemens Healthcare Diagnestics Limited
Faraday House
Sir William Siemens Square, Frimley

Camberley, GU16 8QD A
United Kingdom / Sy
‘.4;.@‘*;} 3
. AT
Signature/Date of / / / g . i
Manufacturer or /M d‘Z/ / 7/ T\
Responsible Party: / - Signature i )

Name/Title of Signatory: Fkﬁ m }7/ 2 /foh

Print Name Title

Ed. 00 RA-018-A Eff Date; 04/08
Avugust 13, 2009
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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, M1 49783, USA

EC Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Lid.
Chapel Lane
Swords, Co. Dublin, Ireland

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 Identifier: 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.
Digitally signed by Ryan Sherrie

L]
DN: serialNumber=2Z0026ZFR, givenName=Sherrie,
ya n e r r ' e sh=Ryan, o=Slemens, cn=Ryan Sherrie

Signature: Date: 2019.05.21 09:12:46 -04'00°
Sherrie Ryan Date
8r Manager Regulatory Affiars [YYYY-MM-DD]

Siemens Healthcare Diagnostics Inc,
Newark, DE 19714

Document No. DoC_IMMULITE 2000_RxnTubes Ver. 4.0 Page 1 of 1




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.

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:

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Lianberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Lianberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Lid.
Chapel Lane

Swords, Co. Dublin, Ireland

IMMULITE® 2000 Anti-HBc

L2KHC2

10381311

ANNEX Hi; List A
ANNEX IV

TUV Rheinland L.GA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
ldentification No. 0197

EC DEC_IMMULITE® 2000 Anti-HBc

03

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:

Digitally signed by Robak Malgarzata
ON: serialNumiber=Z0020NKF,
givenName=talgorzata, sn=Robak,
o=Siemens, cr=Robak Malgarzata
Reason:{ am appraving this document
Date: 2019.09.26 22:50:36 40100

Robak
Malgorzata

Malgorzata Robak

Regulatory Affairs Supervisor

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

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

Page 1 of 1
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EU Dec

| We hareby declare that the product described below conforms to afl applicable reauirements
! of Council Directive $8/79/EC for in vitro diagnostic medical devicss.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Stemens Matarial Number {SMN):

Classification:

Conformity Assessment Route:

Document identifier:

Varsion;

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.
This declaration supersedes any declaration i

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

IMMULITE 2000 AlaTOP
L2KAT2

10380878

General IVD

ANNEX

EC DEC_IMM 2000 AlaTOP L2KAT

01

ssued previously for the same product,

it tebrpl  albof2r

Anita Wample Date
Head of Quality Management

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

Document No. EC DEC_IMM 2000 AlaTOP L2KAT Ver. 01 Page 1 of 1



EU Declaration of Conformity

We hareby declars that the products descrbad balow conform fo alf applicable requiremenis
of Councit Uiractive 98ITYEC for in vitro dlagnostic medica! 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

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid.

Glyn Rhonwy
Lianberis, Gwynedd, LL86 4EL, UK

IMMULITE 2000 Anti-TPO Ab

L2KTO2
L2KTO8

10381650
10381649

General IVD

ANNEX HI

EC DEC_{MM 2000 Anti-TPO Ab L2KTO

01

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

Signature:

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

Slemens Healthcare Diagnostics Produc

Head of Quality Management
L.Lanberls Gwynedd LL55 4EL, UK

A7 o . 7 - ’ “ a3
Lt los (%&ﬁﬂjﬁ?&w AV WY
Anita Wample

e
Page 1of 1




EU Declaration of Conformity

We herely declare that the products described below conform to afl applicabls requitements
of Council Directive S8(7%/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 identifier:

Version:

This declaration of conformity is issued under the sole responsibility of Sie
This declaration supersedes any declaration issued praviously for the same

Signature:

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 Anti-TG Ab

L2KTG2
L2KTGE

10381659
10381655

General IVD

ANNEX It

EC DEC_IMM 2000 Ant-TG Ab L2KTG

01

(Lot Ubmple
Anita Wample
Head of Quality Management

Slemens Healthcare Dlagnostics Products Ltd.
LLanberls Gwynedd LLS5 4EL, UK

Document No. EC DEC_IMM 2000 Anti-TG Ab L2KTG  Ver, 01 Page 1 of 1



EU Declaration of Conformity

W hereby declare that the products described balow 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
Lianberis, Gwynedd, LL55 4EL, UK

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

Lianberis, Gwynedd, LL5S 4EL, UK

Product Name: IMMMULITE 2000 FSH
Catalogue Number (REF): L2KFS2
L2KFS6

Siemens Material Number (SMN): 10381201

10381180
Classification: General VD
Conformity Assessment Route: ANNEX
Document identifier: EC DEC_IMM 2000 FSH L2KFS
Version: 01

This decleration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics P,
This declaralion supersedes any daclaration issued previously for the same product.

" Signature: /f’zwlﬁ/” Vi ﬁm’iﬁé‘/ L

Anita Wample Date
Head of Quality Management [Yyyy
Siemens Healthcare Diagnostics Products Ltd,

LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 FSH L2KFS Ver. 01 Page 1of 1



EU Declaration of Conformity

of Council Directive B8/79EC for in vitro diagnostic madical devices.

We hershy declare that the products described below conform to all applicable requirements

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 Estradiol
Catalogue Number (REF): L2KE22
L2KE28

Siemens Material Number (SMN): 10381178

10381177
Classification: General IVD
Conformity Assessment Route: ANNEX HI
Document identifier: EC DEC_IMM 2000 Estradiol L2KE2
Version: 01

This declaration of conformity is issued under the sole responsibility of Siemens
This declaration supersedes any declaration issued praviously for the same prod

Signature: M wm P &/

Anita Wample

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

Document No. EC DEC_{MM 2000 Estradio! L2KE2 Ver. 01

Page 1 of 1
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EU Declaration of Conformity

We hareby declare that the producis describad below conform (o all applicable requirements
of Councit Directive 98/79/EC for in vitro disgnostic 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

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 CEA
Catalogue Number (REF): L2KCEZ
L2KCE®S

Siemens Material Number (SMN): 10380994

10380995
Clasgsification: General IVD
Conformity Assessment Route: ANNEX il
Document ldentifier: EC DEC_{MM 2000 CEA L2KCE
Version: 01

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

Signature: MW&Z& fgt Y2200 @w 25

Kevin Owen

Head of Guality Management

Siemens Healthcare Diagnostics Products Lid.
Lianberis Gwynedd L85 4EL, UK

Document No. EC DEC_IMM 2000 CEA L2KCE  Ver. 01 Page 1 of 1



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:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification;

Conformity Assessment Route:

Document identifier:

Version:

Signature:

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Llanberis, Gwynedd, L.L55 4EL, UK

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

Siemens Healthcare Diagnostics Manufacturing Lid.
Chapel Lane
Swords, Co. Dublin, freland

IMMULITE 2000 Herpes | & 1l IgG

L2KHVGE

10381333

General IVD

ANNEXH

EC DEC_IMM 2000 Herpes | & I 1gG L2KHVG

02

Robak Malgorzata

Malgorzata Robak Datas S e
Regulatory Affairs Supervisor e
Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

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




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.

0088

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:

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

Signature:

Document No. EC DEC_IMM 2000 HBsAg L2KHB  Ver. 02

Siemens Healthcare Diaghostics 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 Lid.

Chapel Lane
Swords, Co. Dublin, lreland

IMMULITE 2000 HBsAg

L.2KHB2

10381306

ANNEX I, List A
ANNEX IV
Lloyd's Register Quality Assurance Ltd.

1 Trinity Park, Bickenhill Lane

Solihull, B37 7ES, UK
Identification No. 0088

EC DEC_IMM 2000 HBsAg L2KHB

02

Uigitally signed by Robak Malgorzats
DI seralbtumber=70020NKF,
4 Nam n=Robak, os Siemens,

Robak
Malgorzata

g this dacument

Malgorzata Robak

Regulatory Affairs Supervisor

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

Page 1 of 1



We hereby declare that the product desoribed below conforms to all apphcable requirements
of Councit Directive 98I79/EC for in vitro diagnostic medics! 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, LLBS 4EL, UK

Product Name: IMMULITE 2000 GI-MA

Catalogue Number (REF); L2KGI2

Siemens Material Number (SMN): 10380988

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Disgnostics Products Lid.

Classification: General IVD

Conformity Assessment Route: ANNEX it

Document identifier: EC DEC_IMM 2000 GI-MA L2KG!
- Version: 01

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

Signature:

Document No. EC DEC_IMM 2000 GI-MA L2KG! Ver. 01

ﬁmwﬁi f%%mgm’?f XY 582 Y
Anita Wample Date

Head of Quality Management
Siemens Healthcare Diagnostics Products Lid.
LLanberls Gwynedd LL55 4EL, UK

[YYYY-MM-DD]
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EU Declaration of Conformity

! We hereby declare that the products described below conform to all apslicable requirements
of Council Directive 88/7WEC 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 Lid.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

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

Siemens Material Number (SMN): 10381675

10381682
Classification: General IVD
Conformity Assessment Route: ANNEX i}
Document ldentifier: EC DEC_IMM 2000 Free T3 L2KF3
Version: o1

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

Signature: (it (e 2entg-f=) o

Anita Wample Date
Head of Quality Management [YYYY-MM-DD}
Slemens Healthcare Diagnostics Products Lid.
Lianberis Gwynedd L.L55 4EL, UK

Document No. EC DEC_IMM 2000 Free T3 L2KF3  Ver. 01
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EU Declaration of Conformity

0068

We hareby daclare that the product described below confonms to all anpphcable rsguirements
of Counail Directive §8/7WEC for in vitrs diagnosiic medica! devices.

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

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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Toxoplasma IgM {u-Capture)

Catalogue Number (REF): L2KTZ2

Siemens Material Number (SMN): 10381298

Classification: ANNEX {I, List B
Conformity Assessment Route: ANNEX IV
Notified Body: Lloyd's Register Quality Assurance Lid.

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

Document Identifier: EC DEC_IMM 2000 Toxoplasma IgM (u-Capture) {.2KTZ

Version:

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Product.

01

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

Signature:

AonidD[Oam o/f-08

Anita Wample Date

Head of Quality Management [YYYY-MM-

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

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

Page 1 of 1
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EU Declaration of Conformity

o088

% We hereby declars that the product desonbed below conforms 1o all applicable mouirsments
of Council Directive S8/79/EC for in vitrs diagnostic medical devices.

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

Place of Manufacture: Siemens Healthcare Diagnostics Products L.td.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4FL, UK

Product Name: IMMULITE 2000 Toxoplasma Quantitative IgG
Catalogue Number (REF); L2KTXP2

Siemens Material Number (SMN): 10381323

Classification: ANNEX Il List B
Conformity Assessment Route: ANNEX IV
Notified 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 Toxoplasma Quantitative 1gG L2KTXP

Version: 01

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

Signature: CZ < &&/ &b/n’}?a&/

Anita Wample

Head of Quality Management

Slemens Healthcare Diagnostics Produets Lid.
Lianberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Toxoplasma Quantitative IgG L2KTXP  Ver. 01 Page 1 of 1



EU Declaration of Conformity

]

We hareby declare that the product desceribed below conforms (o alf spplicable requirements
of Council Directive 88/T9EC for in vire diagnostic medical devices.

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

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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE/IMMULITE 2000 Free PSA
Catalogue Number (REF): L2KPF2

Siemens Material Number (SMN): 10380984

Classification: ANNEX I, ListB
Conformity Assessment Route: ANNEX IV
Notified Body: Lloyd's Register Quality Assurance Ltd.

1 Trinity Park. Bickenhill Lane
Solihull, B37 7E8, UK
ldentification No, 0088

Document ldentifier: EC DEC_IMM 2000 Free PSA L2KPF

Version: 01

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

Signature: M .[027/”” /ﬂZL

Anita Wample

Head of Quality Management

Stemens Healthcare Diagnostics Products L
LLanberis Gwynedd LL55 4EL, UK

DR

Document No. EC DEC_IMM 2000 Free PSA L2ZKPF  Ver, 01 Page 1 of 1



SIEMENS

EU Declaration of Conformity

We hermsby declare that the product described below conforms 1o all applicable requiramants
i of Council Directive 98/79/EC for in vitro diagnostic medical devices.

0088

Legal Manufacturer:

Place of Manufacture:

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

Slgnature:

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

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

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

IMMULITE 2000 CMV IgM
L2ZKCM2

10381320

ANNEX II, List B

ANNEX IV

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

Solihull, B37 7€8, UK

identification No. 0088

EC DEC_IMM 2000 CMV igM L2KCM

01

MW/@ /6 26 /9

Date
[YYYY-MM-DD]

Anita Wample

Head of Quality Management

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




w
L " ]

EU Declaration of Conformity

We hareby declars that the product described below conforms o all apphicable requiraments
of Counci Directive 98/7HEC for in vitro diagnostic medica! devices.

008%

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document ldentifier:

Version:

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

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL56 4EL, UK

IMMULITE 2000 CMV igG
L2KCVG2

10381309

ANNEX 11, List B
ANNEX IV

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

Solihull, B37 7£8, UK

ldentification No. 0088

£C DEC_IMM 2000 CMV IgG L2KCVG

01

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

Signature:

gz (U ple

SN D8 F 2

Anita Wample

Head of Quality Management

Siemens Healthcare Dlagnostics Products Ltd.

LLanberls Gwynedd LL.55 4EL, UK

Document No. EC DEC_IMM 2000 CMV IgG L2ZKCVG  Ver. 01

Page 1 of 1




EU Declaration of Conformity

We hareby declars that the products described below conform to all applicable requirements
of Council Directive 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 the sole responsibility of Siemens Healthcare Diagnostics Produgts.Lid.
This declaration supersedes any deciaration issued previously for the same product,

Signature:

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 Total IgE

L2KIE2
L2KIES

10380873
10380872

General IVD

ANNEX {Hi

EC DEC_IMM 2000 Total IgE LZKIE

01

i
bt

5
™ o
'w,w;;;;;sw i

P

Kevin Owen

Head of Quality Management

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

Document No. EC DEC_{MM 2000 Total IgE L2KIE  Ver. 01




Wae hereby declare that the products described below conform to all applivable requirements
of Council Directive S8/7/EC for in vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number {SMHN):

Classification:

Conformity Assessment Route:

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 pre viously for the same product.

Signature:

Siemens 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 H. pylori IgG

L2KHPG2
L2KHPGS

10381336
10381335

General (VD

ANNEX i

EC DEC_IMM 2000 H. pylori IgG L2KHPG

a1

(o 5 ilan gl

Anita Wample

Head of Quality Management

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

Document No. EC DEC_IMM 2000 H. pylori igG LZKHPG  Ver, 01 Page 1 of 1



EU Declaration of Conformity

We hereby declars that the product described below conforms to all applicable requirements
of Council Directive 98/T9EC for in vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

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 Siem 793’
This declaration supersedes any declaration issued previously for the same pro

LT fdom ple.

Anita Wample

Signature:

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 Anti-HBs
L2ZKAH2

10381318

ANNEX |, List A
ANNEX vV

Lioyd's Register Quality Assurance Ltd.

1 Trinity Park, Bickenhili Lane
Solihull, B37 7ES, UK
ldentification No. 0088

EC DEC_IMM 2000 Anti-HBs L2KAH - . G

01

Froducts Ltd.

Ao O3 2—

Head of Quality Management

Sismens Healthcare Dlagnostics Products Ltd,
LLanberis Gwynedd LL55 4EL, UK

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

[YYYY-MM-DD]

Page 1 of 1




Wa hereby declare that the product deseribed below conforms to all applicable requirements
of Councd Directive 98/79EC for m vitre diagnostic medical devices.

Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL58 4EL, UK

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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 3g Allergy Specific igF Universal Kit
Catalogue Number (REF): L2KUNSB

Sternens Material Number (SMN): 10380875

Classification: General IVD

Conformity Assessment Route: ANNEX il

Document identifier: EC DEC_IMM 2000 3g Allergy Specific IgE Universal Kit L2KUN
Version: 01

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

Signature:

/,,/5{ e Ll ;f&}wf»f%& PO OF2Y

Anita Wample

Head of Quality Management

Siemens Healithcare Diagnostics Products Ltd.
Lianberls Gwynedd L1.55 4EL, UK

Document No. EC DEC_IMM 2000 3g Allergy Specific IgF Universal Kit L2KUN  Ver. 01 Page 1 of 1



EU Declaration of Conformity

We hereby declare that the products describad below conform o all applicsble requirements
of Council Directive 98/7YEC for in vitro diagnostic medical devices.

Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.
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 Unconjugated Estriol (UE3)
Catalogue Number (REF): L2KUE32
L2KUESZS

Siemens Material Number (SMN): 10381192

10381171
Classification: General WD
Conformity Assessment Route! ANNEX {li
Document Identifier: EC DEC_IMM 2000 Unconjugated Estriol L2KUE3
Version: 01

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

2

o

Signature: S
ot

Kevin Owen

Head of Quality Management

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

Document No. EC DEC_MM 2000 Uncenjugated Estriol L2KUE3  Ver. 01 Page 1 of 1



We hereby declare that the praducts descoribed helow confonm o sl applivable requirements
of Council Directive 88/79/EC for in vitrp diagnostic medical devices.

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 4EL, UK

Product Name: IMMULITE 2000 Total Testosterone
Catalogue Number (REF): L2KTW2
L2KTW86

Siemens Material Number (SMN): 10381190

10361191
Classification: General IVD
Conformity Assessment Route: ANNEX 11
Document identifier: EC DEC_IMM 2000 Total Testosterone L2KTW
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: D g
g (bantle? Lidaom il
Anita Wample

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

Document No. EC DEC_IMM 2000 Total Testosterone L2KTW Ver. 01 Page 1 of 1
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EU Declaration of Conformity

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

L of Council Directive 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:

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

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

IMMULITE 2000 PAPP-A
L2KPC2

10381213

General VD

ANNEX i

EC DEC_IMM 2000 PAPP-A L2KPC

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:

R o o0 e et T d
Lband (2. zﬁfﬁm«}; KL Y
Anita Wample Date
Head of Quality Management [YYYY-MM-DD]

Slemens Healthcare Diagnostics Products Lid.
LLanberis Gwynedd LL.55 4EL, UK

Document No. EC DEC_IMM 2000 PAPP-A L2KPC  Ver. 01

Page 1 of 1




Wa harshy declare that the products described balow conform 1o all applicable requirements
of Council Directive S8/7EC for in vitre diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Slemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Yersion:

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL5S 4EL, UK

IMMULITE 2000 Progesterone

L2KPW2
L2KPWE

10381181

10381170

General IVD

ANNEX iH

EC DEC_IMM 2000 Progesterone L2KPW

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,

Slgnature:

% R 3 /
zﬁ/y{wﬁ,éx L ;,f;’z,{f

Anita Wample

Head of Quallty Management
Slemens Healthcars Diagnostics Produets Ltd.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Progesterone L2KPW  Ver. 01

Page 1 of 1




EU Declaration of Conformity

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

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

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

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 HCG
Catalogue Number (REF): L2KCG2
L2KCG6

Siemens Material Number {(SMN): 10381206

10381194
Classification: General IVD
Conformity Assessment Route: ANNEX {li
Document Identifier: EC DEC_IMM 2000 HCG L2KCG
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: % W(L@/mw& [P fogin Oadln 20203

Kevin Owen

Head of Quality Management

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

29

Document No. EC DEC_IMM 2000 HCG L2ZKCG  Ver. 01 Page 1 of 1



EU Declaration of Conformity

We hareby dadiare that the products described below conform to all applicable requirements
of Council Directive SBI7HEC 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 Lid.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Intact PTH
Catalogue Number (REF) L2KPP2
L2KPP8

Siemens Material Number (SMN): 10381441

10381442
Classification: General IVD
Conformity Assessment Route: ANNEX il
Document Identifier: EC DEC_IMM 2000 Intact PTH L2KPP
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.

. //M R o g # 5
Slanature: (dneale (8 i SO DY
Anita Wample Date
Head of Quality Management [YYYY-MM-DD]

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

Document No. EC DEC_IMM 2000 Intact PTH L2KPP  Ver. 01




EU Declaration of Conformity

S
}

Wa hereby dedlare thal the products degcribed balow conform to all applicable equiremants
of Council Divective B8/797EC 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 ldentifier:

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,

Signature:

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

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, L1558 4EL, UK

IMMULITE 2000 LH

L2KLH2
LZKLHE

10381211

10381212

General VD

ANNEX 1

EC DEC_IMM 2000 LH L2KLH

01

Vs /4%{3 e S L éﬂ%thf?;;fggw

Anita Wample

Head of Quality Management

Slemens Healthcare Dlagnostics Products L.
Lianberis Gwynedd LL5S 4EL, UK

Document No. EC DEC_IMM 2000 LH L2KLH Ver. 01 ~age 1 of 1



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;

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Version:

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.

Signature:

Siemens Healthcare Diagnostics Products Ltd.
Glyn 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 Prolactin

L2KPR2
L2KPR6

10381200

10381199

General IVD

ANNEX 1

EC DEC_IMM 2000 Prolactin L2KPR

02

Digitally signed by Robak Malgorzata
RO b a k DIN: serialNumber=Z0020NKE,

givenName=Malgorzata, sn=Robak,

ozSiemens, auRobak Malgor zita

M a l g O rzata Reason: | am approving this document

Date: 20192.02.17 234142 7

Malgorzata Robak

Regulatory Affairs Supervisor

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

Document No. EC DEC_IMM 2000 Prolactin L2ZKPR  Ver. 02 Page 1 of 1



We hereby declars that the product deseribed below conforms
of Council Directive S8/79/6C for in vitro diagnostic

to st applicable requirermnents
madical devices

Legal Manufacturer:

Place of Manufacture:

Product Name;

Catalogue Number (REF):

Slemens Material Number {SHN):

Classlification:

Conformity Assessment Route:

Document ldentifier:

Version;

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

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 ACTH
L2KAC2

10381468

General IVD

ANNEX 1If

EC DEC_IMM 2000 ACTH L2KAC

01

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

Signature:

Anita Wample
Head of Quality Management

Siemens Healthcare Diagnostics Products Ltd.

Lianberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 ACTH L2KAC Ver. 01

Page 1 of 1



SIEM
EU Declaration of Conformity

We heeby declare that the product described below confonms to afl spplicabls roquirsmants
of Counclt Directive 98/79/EC for in vitre disgnostic 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

Uanberis, Gwynedd, 1155 4EL, UK

Product Name: IMMULITE 2000 Free Beta HCG
Catalogue Number {REF): L2KFB2

Siemens Material Number (SMN): 10381175

Classification: General IVD

Conformity Assessment Route: ANNEX il

Document ldentifier: EC DEC_IMM 2000 Free Beta HCG L2KFB
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: : . Vi
s (o2 f 122 ple. - R
Anita Wample Date
Head of Quality Management [YYYY-MM-DD]
Slemens Healthcare Diagnostics Products Ltd.
LLanberls Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Free Beta HCG LIKFB Ver. 01 Page 1 of 1



EU Declaration of Conformity

We hereby declare that the products described balow conform fo all applicable requirements ?
of Council

Diractive 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 Routs:

Document Identifier;

Version:

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

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

IMMULITE 2000 Folic Acid

LZKFO2
LZKFOB

10380911
10380912

General IVD

ANNEX i

EC DEC_IMM 2000 Folic Acid L2KFO

01

= WKJ&—
Anita Wample
Head of Quality Management

Slemens Healthcare Dlagnostics Products Lid,
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Folic Acid LZKFO Ver. 01 Page 1 of 1



EU Declaration of Conformity

We hereby declare that the products desoribed below conform to all applicabls requiremants
: of Counail Direciive 96/79/EC for in vitro diagnostic medical devices.

Legal Manufacturer: Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Lianberis, Gwynedd, LL56 4EL, UK

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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Vitamin B12
Catalogue Number (REF): L2KvB2
L2KVBE

Siemens Material Number (SMN): 10380914
10380913

Classification: General VD

Conformity Assessment Route: ANNEX Il

Document identifier: EC DEC_IMM 2000 Vitamin B12 L2KVEB

Version: 01

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

Stanature: (hosidel o ple. et 2/

Anita Wample Date
Head of Quality Management [YyYyYy-~
Slemens Healthcare Dlagnostics Products Ltd,
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Vitamin B12 L2KVB  Ver, 01



LS ——

We hareby declare that the product desaribed below conforms to sil applicable raguiremeants
of Councit Directive S8I79EC for in vilro diagnostic medical devices.

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

Place of Manufacture: Silemens Healthcare Disgnostics Products Ltd.
Glyn Rhonwy

Lianberis, Gwynedd, LL55 4EL, UK

Product Name; IMMULITE 2000 Pyrilinks-D

Catalogue Number (REF): L2KPD2

Siemens Material Number (SMN): 10381461

Classification: General IVD

Conformity Assessment Route: ANNEX ]

Document identifier: EC DEC_IMM 2000 Pyrilinks-D L2KPD
Version: 01

This declaration of conformily is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Litd.
This declaration supersedes any daclaration issued previously for the same product.

Signature:

Document No. EC DEC_IMM 2000 Pyrilinks-D L2KPD  Ver. 01

(s T [l RO Y
Anita Wample Date
Head of Quallty Management [YYYY-MM-DD]

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




We hereby deslare that the product described below conforms fo all applicable requirements
of Council Divective S8ITHES for in vitro disgnostic madical devices.

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

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

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Osteocalcin
Catalogue Number (REF): L2KON2

Siemens Material Number (SMN): 10381477

Classification: General IVD

Conformity Assessment Route; ANNEX 11

Document Identifier: EC DEC_IMM 2000 Osteocalcin L2ZKON
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.

e

Signature: s T ol m-al-as

Kevin Owen

Head of Quality Management

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

Document No. EC DEC_IMM 2000 Osteccalcin L2KON  Ver. 01 Page 1 of 1



EU Declaration of Conformity

§ Wa hereby declare that the product described below conforms to all applicable reguiremants
of Council Diractive 98/79EC for in vilro diagnostic medical devices,

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

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

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Homooysteine
Catalogue Number (REF): L2KHO2

Siemens Material Number (SMN): 10381040

Classification: General IVD

Conformity Assessment Route: ANNEX il

Document ldentifier: EC DEC_IMM 2000 Homocysteine LZKHO
Version: 01

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

. 7 . . &
Signature: S T [ 307 i
Anita Wample

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

Document No. EC DEC_IMM 2000 Homocysteine L2KHO Ver. 01 Page 1 of 1



&

EU Declaration of Conformity

We hereby declare that the product described below conforms to all applicable mouirements
) of Council Directive S8/7S/EC for in vire diagnostic medical devices,

o1t

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

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

Lianberis, Gwynedd, LL55 4FL, UK

Product Name: IMMULITE 2000 Growth Hormone (hGH)
Catalogue Number (REF): L2KGRH2

Siemens Material Number (SMN): 10381451

Classification: General IVD

Conformity Assessment Route: ANNEX 1

Document Identifier: EC DEC_IMM 2000 Growth Hormane (hGH) L2ZKGRH
Vearsion: 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 Ry L 7 ; e
9 o Leldongle. SO - OF 25/
Anita Wample Date

Head of Quality Management
Siemens Healthcare Diagnostics Products Ltd.
LLanberls Gwynedd LL55 4EL, UK

fYYyy

Document No. EC DEC_IMM 2000 Growth Hormone (hGH) L2KGRH Ver. 01

Page 1of 1
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EU Declaration of Conformity

We hereby declare that the products described below conform to all applicable requirements
of Council Dirsctive S8/7HEC for in vitro dingnostic 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 the sole responsibility of Siemens Healthcare Diagnostics Products Litd.
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
Lianberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Cortisol

L2KCO2
L2KCO8

10381476
10381480

General IVD

ANNEX [l

EC DEC_IMM 2000 Cortisol L2KCO

01

%@/Miﬂé for Feun Ol

Kevin Owen

Head of Quality Management

Siemens Healthcare Diagnostics Products Lid,
Lianberis Gwynedd L1556 4EL, UK

Document No. EC DEC_IMM 2000 Cortisol LZKCO  Ver, 01

Page 1 of 1



We hersby declare that ths product dascribed below conforms to all applicable regquivements
of Council Dirgctive 88/79/EC for in vitro diagnostic medical devicas.

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
Llanberis, Gwynedd, LL55 4EL, UK

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

IMMULITE 2000 Calcitonin
L2KCL2

10381446

General IVD

ANNEX il

EC DEC_IMM 2000 Calcitonin L2KCL

01

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

Signature:

ygww"'” e

e N - éi,

Kevin Owen
Head of Quality Management

Document No. EC DEC_IMM 2000 Calcitonin L2ZKCL  Ver, 01

Page 1 of 1




W hereby declare that the product describad helow confonms to il applicabls requirements
of Councll Directive S8/79/EC for in witio 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 the sole ro

Siemens Healthcare Diagnostics Products Ltd.
Gilyn Rhonwy
Lianberis, Gwynedd, L1856 4EL, UK

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

IMMULITE 2000 BR-MA
L2KBR2

10380983

General IVD

ANNEX 1

EC DEC_iMM 2000 BR-MA L2KBR

01

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

Slgnature:

Document No. EC DEC_IMM 2000 BR-MA L2KBR Ver. 01

Lol (o ol Lok 20

Anita Wample Date

Head of Quality Management [YYYY-MM-DD]

Siemens Healthcare Diagnostics Products Lid.
LLanberls Gwynedd L1.55 4EL, UK

sponsibility of Siemens Healthcare Diagnostics Products Lid.



S

EC Declaration of Conformity

_

We hereby declare that the product described below conforms 1o all applicable requirements
_ of Counil Directive 98/79/EC for in vitro disgnostic medical devices,

Legal Manufacturer:

Place of Manufacture;

Product Name:

Catalogue Number (REF);

Siemens Material Number {SMN):

Classification:

Conformity Assessment Route:

Document Control Number:

Version:

This declaration of conformity s issued under the sole reSpon
This declaration supersedes any declaration issued previously for the same product,

it fobrmpl,

Signature:

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

Siemens: Healthcare Diagnostics Products-Ltd,
Glyn Rhonwy
Lianberls, Gwynedd, LL55 4EL, UK

IMMULITE 2000 EBV-VCA IgM

L2KEM2
10488005

General IVD
ANNEX 1l

EC DEC_IMM2000 EBV-VCA IgM L2KEM
01

sibility of Stemens Healthcare Diagnostics Products Ltd.

Anita Wample

Head of Quality Management

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

Document No. EC DEC_IMM2000 EBV-VCA oM L2KEM.* Ver. 01

Page 1.of 1



EU Declaration of Conformity

We haraby declare thal the product described below conforms o all applicable reguiremsnis
of Councll Directive 88/THEC for in vitro diagnosiic medical devicas.

Legal Manufacturer;

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Stemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Varsion:

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 D-Dimer
L2KDD2

10381041

General IVD

ANNEX

EC DEC_IMM 2000 D-Dimer L2KDD

01

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

Signature:

e

e o 3
gf/ ;f}‘/f/{;&i{w {{iﬁﬁ/{éﬁ’?r}?gj} (w

:}f}’?ﬁy'ﬁf %Q{}ﬁ

Anita Wample

Head of Quality Management

Slemens Healthcare Diagnostics Products Lid,

Lianberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 D-Dimer L2KDD  Ver. 01

Page 1 of 1




EMENS
EU Declaration of Conformity

We hereby declars that the product described below canforms to alf applicable requirements
of Council Directive S879EC for in vitro dingnostic medical devices,

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

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

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 DHEA-SO4
Catalogue Number (REF): L2KDS2

Siemens Material Number (SN} 10381193

Classification: General IVD

Conformity Assessment Route: ANNEX il

Document Identifier: EC DEC_IMM 2000 DHFEA-SO4 L2KDS
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: M[m, [7&/ WO G

Anita Wample

Head of Quallty Management

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

Document No. EC DEC_IMM 2000 DHEA-SO4 LZKDS Ver 01

Page 1 of 1




SIEMENS

EC Declaration of Conformity

; Wa hereby declars that the product described balow conforms to all applicable requiraments
| of Council Directive S8/TYES for in vito disgnostic medical devices,

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF);

Slemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Control Number:

Verslon:

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

szﬁﬁé/j 7 ,»:fé’./

Signature:

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

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

IMMULITE 2000 EBV-EBNA 1gG
L2KEB2

10381307

General IVD

ANNEX (il

EC DOC_IMM2000 EBV-EBNA lgG L2KEB

01

responsibility of Siemens Healthcare Diagnostics Products Lid,

Anita Wampile

Head of Quality Management

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

Document No. EC DOC_IMM2000 EBV-EBNA IgG LZKEB  Ver. 01

Page 1 of 1



Wa heraby declars that the product described below conforms to all applicable requirerments

of Coun

il Directive S88/79/EC for in viro diagnostic medicat devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF)

Siemens Materlal Number (SMN):

ClassiHication;

Conformity Assessment Route:

Document Control Number:

Version:

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

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

IMMULITE 2000 EBV-VCA lgG
L2KvG?2

10381330

General IVD

ANNEX {lf

EC DEC_IMM2000 EBV-VCA 9G L2ZKVG

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:

Document No. EC DEC_iMM2000 EBV-VCA IgG L2KVG  Ver. 01

(/Zn 1‘2”{* //(127/%/' 0/1

oV 303

/

Anita Wample

Head of Quality Management

Slemens Healthcare Diagnostics Products Lid,
Llanberis Gwynedd, LL55 4EL, UK

Page 1 of 1



EU Declaration of Conformity

,m.ﬂ_....._,_w‘....

We hereby declare that the product described below conforms to sl applicable requirements
of Counclt Directive 88/7Y/EC for in vilro diagnostic medical devicss,

Legal Manufacturer:

Place of Manufacture:

Product Name:

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

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 OM-MA

Catalogue Number (REF): L2KOP2
Siermens Material Number (SMN): 10380972
Claggsification: General IVD
Conformity Assessment Route: ANNEX I}

Document ldentifier:

Version:

EC DEC_IMM 2000 OM-MA L2KOP

01

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

Signature:

(a0 [0 1. 20/ of 24

Anita Wample Date
Head of Quality Management 3
Slemens Healthcare Diagnostics Products Lid.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 OM-MA L2KOP Var. 04 Page 1 of 1



EU Declaration of Conformity

We hereby declare that the producis described balow conform {o ali applicable requirements
of Councit Directive 98/78/8C for in vitre diagnostic madical devices

Legal Manufacturer:

Place of Manufacturs:

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

Signature:

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Lianberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid.

Glyn Rhonwy
Lianberis, Gwynedd, LL53 4EL, UK

IMMULITE 2000 AFP

L2ZKAP2
L2KAPS

10381187
10381184

General IVD

ANNEX il

EC DEC_IMM 2000 AFP L2KAP

01

. = J/)a/m,«;é/

Anita Wample

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

Document No. EC DEC_IMM 2000 AFP L2KAP  Ver. 01

Page 1 of 1




EU Declaration of Conformity

of Council Di

We hareby declare that the products described below conform to all applicable requiraments
rective 88/79/EC for in vitro 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.

i el

Signature:

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

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Giyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Free T4

L2KFT42
L2KFT46

10381678
10381677

General VD

ANNEX i

EC DEC_IMM 2000 Free T4 L2KFT4

01

Anlta Wample

Head of Quality Management

Siemens Healthcare Dlagnostics Products Lid.
LLanberis Gwynedd L1558 4EL, UK




EU Declaration of Conformity

We heraby declars that the products described balow conform o all applicable requirements
of Council Directive 88/73EC for in vitro diagnostic medical devices.

S

Legal Manufacturer: Siemens Healthcare Diagnostics Products Lid.
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 Third Generation TSH
Catalogue Number (REF): L2KTS2
L2KTSS

Siemens Material Number (SMN): 10381665

10381667
Classification: General IVD
Conformity Assessment Route: ANNEX Il
Document Identifier: EC DEC_{MM 2000 Third Generation TSH L2KTS
Version: 01

This declaration of conformity is issued under the sole responsibility of Siemens Heaithcare Diagnostics Products Lid.

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

~ o . 3 .
Signature: LA s il o/ gj:gw{ A

Anita Wample

Head of Quality Management

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

Document No. EC DEC_{MM 2000 Third Generation TSH L2KTS Ver. 01

Page 1 of 1




EU Declaration of Conformity

We hereby declare that the products described bselow conform fo all spplicabls requirements
of Councll Directive 98/79EC for in vitro diagnostic madica! devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Materlal Number (SMN):

Classification:

Conformity Assessment Routs:

Document ldentifier:

Version:

This declaration of conformity is issued under the sole responsibility of Siemens Heslthcare Diagnostics Products Lid.

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

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Llanberis, Gwynedd, L1.55 4EL, UK

IMMULITE 2000 Total T3

L2KT32
L2KT38

10381654

10381657

General IVD

ANNEX it}

EC DEC_IMM 2000 Total T3 L2KT3

01

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

Signature:

ﬁ@% o éﬁ%;&/&;

2040824

Anita Wample

Head of Quallty Management

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

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

Page 1 of 1



EU Declaration of Conformity

We hereby declare that the products described below conform 1o all applicabls raquirements
of Council Directive S8ITHEC for in vitro diagnostic medical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SNIN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Version:

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Dia oSt
This declaration supersedes any declaration issued praviously for the same product g

Signature:

Siemens Healthcare Diagnostics Products Litd.
Glyn Rhonwy

Lianberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Total T4

L2KT42
L2KT46

10381685
10381664

General VD

ANNEX HI

EC DEC_IMM 2000 Total T4 L2KT4

01

ducts Lid.

Anita Wample

‘dgcﬁ{@: Z»é,&/mq ﬁ(iz

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

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

Page 1 of 1




Si
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.

L.egal Manufacturer:
Glyn Rhonwy

Siemens Healthcare Diagnostics Products Ltd.

Llanberis, Gwynedd, LL55 4EL, UK

Place of Manufacture:
Glyn Rhonwy

Siemens Healthcare Diagnostics Products Ltd.

Lianberis, Gwynedd, LL55 4EL, UK

EU Authorized Representative:
Chapel Lane

Siemens Healthcare Diagnostics Manufacturing Ltd,

Swords, Co. Dublin, Ireland

Product Name:

Catalogue Number (REF): LDDCM
Siemens Material Number (SMN): 10385330
Classification: General IVD
Conformity Assessment Route: ANNEX il

Document identifier:

Version: 02

IMMULITE D-Dimer Control Module

EC DEC_IMM D-Dimer Control Module LDDCM

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.

3 d by Roba! igorzal

Robak e

sn=Robak,

=Robak Malgorza " =
Molgorzata  EEEEEICT 20150227
Malgorzata Robak Dat
Regulatory Affairs Supervisor ©
. y P [YYYY-MM-DD]

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

Document No. EC DEC_IMM D-Dimer Control Module LDDCM  Ver. 02

Page 1 of 1




EU Declaration of Conformity

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number {REF):

Siemens Material Number (SHIN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

This declaration of conformity is issued under th
This declarafion supersedes any declaration iss

Y/, édi’/min&,

Slignature:

Siemens 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 Ferritin

L2KFE2
L2KFES

10380908

10380906

General IVD

ANNEX it

EC DEC_IMM 2000 Ferritin L2KFE

01

Wa hersby declare that the products descrived below conform to all applicable requirements

of Council Directive 88/79/EC for in vitre diagnostic medical devices.

e sole responsibility of Siemens Healthcare Diagnostics Products Ltd,
ued previously for the same product.

AYBOF- D

Anita Wample
Head of Quality Management

Slemens Healthcare Diagnostics Products Lid.

LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Ferritin L2KFE Ver. 01

[YYYY-MM.DD]




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:

Place of Manufacture:

EU Authorized Representative:

Product Names:

Classification:

Conformity Assessment Route:

Document dentifier:

Version:

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

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

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

See List of Products

General IVD

ANNEX 1t

DOC_Mold Allergens

3.0

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

Signature:

Robak iMalgorzata
ZO020NKE,

Digitally signed |
RO ba k DN: seriaiNumb.
giveniName
o=Siemens,

Malgorzata S

Date: 2010.0028 14

zata, sn=Robak,
ak Malgorzata
this dacument
27

2019-02-28

Malgorzata Robak

Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Lid.
Lianberis, Gwynedd, LL85 4EL, UK

[YYYY-MM-DD]

Document No. DOC_Mold Allergens  Ver. 3.0

Page 1 0f 3




List of Products

Product Name Catalogue Siemens

Number Material

{REF) Number

(SMN)

Immulite 2000 Aspergillus oryzae Specific Allergen M304L.2 10386029
Immutlite 2000 Phoma betae Specific Allergen M13L.2 10386014
Immulite 2000 Mold Panel 1 Specific Allergen MP1L4 10386048
Immulite 2000 Botrytis Cinerea Specific Allergen M7L2 10386044
Immulite 2000 Aspergillus clavatus Specific Allergen M312L2 10386034
Immulite 2000 Aspergillus flavus Specific Allergen M311L2 10386033
Immulite 2000 Trichoderma Viride Specific Allergen M15L2 10386016
immulite 2000 Epicoccum purpurascens Specific Allergen M14L2 10386015
Immulite 2000 Pityrosporum orbiculare Specific Allergen M70L2 10386043
Immulite 2000 Aspergillus nidulans Specific Allergen M310L2 10386032
Immulite 2000 Stemphylium Solani Specific Allergen M88L2 10360577
Immutite 2000 Cladosparium herbarum Specific Allergen M2L 4 10386027
Immulite 2000 fusariusm Monilliforme Specific Allergen MoL2 10386046
Immulite 2000 Rhizopus nigricans Specific Allergen Mt1L2 10386012
Immulite 2000 Curvularia lunata Specific Allergen M16L2 10386017
Immulite 2000 Penicillium notatum Specific Allergen M1L4 10386019
Immulite 2000 Aspergillus niger Specific Allergen M207L.2 10386023
Immutite 2000 Helminthosporium halodes Specific Allergen M8L2 10386045
Immulite 2000 Alternaria tenuis Specific Allergen M6L4 10386042
immulite 2000 Mucor racemosus Specific Allergen M4L2 10386038
immulite 2000 Stemphylium botryosum Specific Allergen M10L2 10386011
Immulite 2000 Aureobasidium pullulans Specific Allergen M12L2 10386013
Immulite 2000 Candida albicans Specific Allergen M5L4 10386040
Immutlite 2000 Hormodendrum hordei Specific Allergen M45L2 10386037
immulite 2000 Chaetomium globosum Specific Allergen M208L2 10386024
Immulite 2000 Cephalosporium acremonium Specific Allergen M202L.2 10386020
Immulite 2000 Aspergillus terres Specific Allergen M308L2 10386031
Immulite 2000 Eurotium Specific Allergen M300L2 10386028
Immulite 2000 Micropolyspora faeni Specific Allergen M212L2 10386025
Immulite 2000 Trichosporon pullulans Specific Allergen M203L.2 10386021
immulite 2000 Ulocladium chartarum Specific Allergen M204L2 10386022
Immulite 2000 Penicillium brevi-compactum Specific Allergen M305L2 10386030
Immulite 2000 Aspergillus fumigatus Specific Allergen M3L4 10386036
Immutlite 2000 Trichophyton rubrum Specific Allergen M205L2

Document No. DOC_Mold Allergens  Ver. 3.0
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