www, diamedbro

Catre: IMSP Centrul Republican de Diagnosticare Medicala

mun.Chiginau, str. C. Virnav 13

Prin prezenta, ICS Diamedix SRL confirma ca, termenul de valabilidate a reactivilor ¢

12 luni cu exceptia celor specificate de producator.

Administrator
Traian Mariﬂpsc
3

Digitally signed by Marinescu Traian Alin y

Date: 2019.09.06 15:20:59 EEST ) feal Y
Reason: MoldSign Signature L7 A
Location: Moldova "



www. dismedirg

Catre: IMSP Centrul Republican de Diagnosticare Medicala

mun.Chisinau, str. C. Virnav 13

Prin prezenta, ICS Diamedix SRL confirma ca, este distribuitor autorizat de catre
SIEMENS HEALTCARE DIAGNOSTICS PRODUCTS in Rebublica Moldova (autorizatie in anexa)
si ca toate produsele propuse sint achizitionate de la acest producator. Prin urmare produsele
sint compatibile cu echipamentul beneficiarului Immulite 2000 Siemens si garantam prin
asumarea de raspundere financiara deplina in cazul defectiunilor produse echipamentului de

calitate insuficienta a reagentilor si consumabilelor.

Data: 04.09.20
Administrator
Traiam Mar\ui



Siemens Healthcare Diagnostics Products GmbH, Marburg, Germany Name Tobias Thans

Department HC LC LD
_ . Telephone +49 (6196) 7713-2414
To whom it may concern Fax +49 (61886) 7713-7007
For presentation in

) E-Mail AL e o

the Republic of Moldova

OQur reference 18-0059

Date June 11, 2018

MANUFACTURER'S AUTHORIZATION

SIEMENS HEALTHCARE DIAGNOSTICS PRODUCTS GMBH a company incorporated and existing under the laws of the Federal Repubiles
of Germany, with offices located at Emil-von-Behring-Strasse 76, 35041 Marburg, Germany (the “Company”), her
acknowledges that it has designated 1CS Diamedix Impex 5RL, a company incorporated in the Republic of Moldova wnda
fiscal code (IDNQO) 1012600019967 ("Representative”) as an AUTHORIZED REPRESENTATIVE for the Republic of Moldo
such Representative is duly authorized to register and re-register the Siemens Healthineers in-vitro products {the
“Products”). The manufacturing facilities of the Company and its affiliates are listed in Attachment A.

In accordance with an Authorized Representative Agreement dated November 23, 2015, Siemens wili, among ather things,
provide to the Representative such product-related technical documentation relevant to market surveillance investigations
being undertaken by the Medicines and Medical Devices Agency in the Territory as may reasonably be required. in
connection with the requirements of Annex 3 to the Administrative Procedures for Registration of medical devices nr. Al /<
01Rg04-112 dated 03.07.2014, however, we point out that the following information refating to the Products, to the
not disclosed in documentation accompanying the Products (such as Instructions for Use) concerns trade secrots ane/or
binding confidentiality obligations:

- Information on design and manufacturing

- General requirements on safety and performance
Risk-benefit analysis and risk management

. Verification and validation of product.

Sy U B oW

This Manufacturer’s Authorization does not confer any powers or authorizations beyond those contained herein, The
present authorization should not be interpreted as an extension or renewal of any Authorized Representative Agreerment o
other contractual relationship. This letter of authorization shall remain valid until the process of registration ends ar fa
year from the date of this letter, whichever comes later, unless revoked sooner by the Company.

On behalf of Siemens Healthcare Diagnostics Products GmbH

{

{

/;11,1 ‘*\512

; 1
! Jrt
) i

Name: Michael Heinold Name: I6rg Berner
Title:  Managing Director Title:  Managing Director
Slemens Healthcare Diagnostics Products GmbH Emil-von-Behring-Str. 78 Tel: «48 (684
Management: Michael Heinold, Jorrg Bernar, Tobias Thaens 35041 Marburg
Germany

Chairman of the Supervisory Boatd: Deepak Nath: Registered Office: Marburg an der Lahn: Commercial registry: Marburg an der Lahn HRB 2054



fetter dated june 11, 2018
REF18-0059

Attachment A~ List of Affiliates and Manufacturing Facilities:

Siemens Healthcare Dlagnostics Ing,
511 Benedict Avenue

Tarrytown, NY 10591-5087

USA

Siemens Healthcare Diagnostics
Manufacturing Ltd.

Chapel Lane

Swords, Co. Dublin

Ireland

Siemens Healthcare Diagnostics
Manufacturing Lid.

Northern Road

Chilton Industrial Estate
Sudbury, Suffoltk CO 10 2XQ
United Kingdom

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd
LL5S 4EL

United Kingdom

Siemens Healthcare Diagnostics Inc.
2 Edgewater Drive

Norwood, MA 02062-4658

USA

Siemens Healthcare Diagnostics Inc.
3400 Middlebury Street

Elkhart, IN 46516

USA

Stemens Healthcare Diagnostics Inc.
333 Coney Street

East Walpole, MA 02032

USA

Siemens Healthcare Diaghostics Inc.
62 Flanders-Bartley Road

Flanders, NJ 07836

USA

Siemens Healthcare Diagnostics inc,
725 Potter Street

Berkeley, CA 84710

USA

Stemens Healthcare Diagnostics Inc.
5210 pacific Concourse Drive

Los Angeles, CA 30045-6500

USA

Siemens Healthcare Diagnastics Inc.
115 Norwood Park South

Norwood, MA 02062

USA

Siemens Healthcare Dlagnostics Inc.
45764 Copco Avenue

Gorman, California 93243

USA

Siemens Healthcare Diagnostics Inc.
500 GBC Dr., Mailstop 514

Siemens Healthcare Disgnostics Products GmbH
Emil-von-Behring-Strasse 76

£.0. Box 6101 35041 Marburg
Newark, DE 19714 Germany
USA

Siemens Healthcare Diagnostics Inc.
430 5. Beiger Street

Mishawaka, Indiana 46544

| USA

Siemens Healthcare Diagnostics inc.
101 SHivermine Road
Brookfield, CT 06804
USA

Page 2ol 2




EU Declaration of Conformity

We heraby declare that the products deseribed below conform 1o o) applicable raquirgments
of Councll Directive S&7WEC for in vitro disgnostic madical devices,

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Matorial Number {SHMN):

Clagsification:

Conformity Assessment Route:

Document ldentifier:

Version:

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

4;_@4}2// [dﬁ’/m/@é) ‘

Signature:

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

Slemens 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 Free T4

L2KFT42
L2KFT46

10381678
10381677

General IVD

ANNEX 1

EC DEC_IMM 2000 Free T4 L2KFT4

01

Anita Wample

Head of Quality Management

Siemens Healthcare Blagnostics Products Lid,
Lianberls Gwynedd 1155 4EL, UK




EU Declaration of Conformity

‘
5 We hereby declare that the products described below conform fo all aspplicabls requiraments
§ of Council Directive B8/7WEC for In viro 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
Llanberis, Gwynedd, LL55 4EL, UK
Product Nams: IMMULITE 2000 LH
Catalogue Number (REF): L2KLH2

L2KLH6

Siemens Material Number (SMN): 10381211

10381212
Classification: General IVD
Conformity Assessment Route: ANNEX i1l
Document ldentifier: EC DEC_IMM 2000 LH L2KLH
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: v S o by v
¢ (Al T Lo ﬁ%sz?fz Al

Anita Wample

Head of Quality Management

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

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



EU Declaration of Conformity

We hereby dsclare 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:

Product Name:

Catalogue Number {REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document tdentifier:

Version:

This declaration of conformily is issued under the sole resp
This declaration supersedes any declaration issued previously for the same product,

V0 WA

Signature:

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

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

IMMULITE 2000 Insulin

L2KIN2
L2KING

10381455
10381456

General VD

ANNEX 11}

EC DEC_IMM 2000 Insulin L2KIN

01

onsibility of Siemens Healthcare Diagnostics Frog

Anita Wample

Head of Quality Management

Siemens Healthcare Diagnostics Products Ltd.
Lianberis Gwynedd, L.L55 4EL., UK

Document No. EC DEC_IMM 2000 Insulin L2KIN Ver, 01




We hereby daclare that the products described below conform to alf applicabls requirsmeanis
of Coundil Directive $8/79EC 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:

Siemens Healthicare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Intact PTH

L2KPP2
LZKPPE

10381441
10381442

General IVD

ANNEX il

EC DEC_IMM 2000 Intact PTH L2KPP

01

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

Signature;

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

zsfi« (L 43“2&»? - SiE Y
Anita Wample Date
Head of Quality Management [YYYY-MM-DD]

Slemens Heaithcare Diagnostics Products Ltd.
LLanberls Gwynedd LL.55 4EL, UK




EU Declaration of Conformity

We hercby declare that the preducts described below conform to all applicable requiramiems
of Council Directive 98/79/EC for in vitro diagnostic medical devices

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

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

Llanberis, Gwynedd, LL55 4EL, UK

Product Namae: IMMULITE 2000 HCG
Catalogue Number (REF): L2KCG2
L2KCGS

Siemens Material Number (SMN): 10381206

10381194
Classification: General IVD
Conformity Assessment Route: ANNEX 11l
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,

Signaturo: %xi@[éﬁ?/m%u b feein Oetn 2

Kevin Owen

Head of Quality Management

Silemens Healthcare Diagnostics Products Lid.
LLanberis Gwynedd LL5S 4EL, UK

Document No. EC DEC_IMM 2000 HCG L2KCG  Ver, 01

Page 1 of 1




We hersby declare that the produdt described below conforms (o all applicable requirements
of Councit Directive S8/79EC for in vitro dlagnostic medical devices.

Legal Manufacturer;

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material 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, LL85 4EL, UK

IMMULITE 2000 PAPP-A
LZKPC2

10381213

General IVD

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 praviously for the same product.

Signature:

o S \ PR 73 4
(i G (il f:f};ﬁf} ----- ' 201
Anita Wample Date
Head of Quality Management [YYYY-MM-DD]

Siemens Healthcare Diagnostics Prod
LLanberls Gwynedd LL55 4EL, UK

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

Page 1 of 1




EU Declaration of Conformity

Wa hersby declare that the products desaribed below conform 1o all applicable requirements
of Councit Directive 98/79/EC for in vitre disgnostic 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

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Progesterone
Catalogue Number (REF); L2KPW2
L2KPW6E

Slemens Material Number (SMN): 10381181

10381170
Classification: General IVD
Conformity Assessment Route: ANNEX 11
Document ldentifier: EC DEC_IMM 2000 Progesterone L2KPW
Vergion: 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: o) e Y,
’ zi’wf/ wtd o {4 }zﬁ.»:mf 1L
Anita Wample

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

Document No, EC DEC_IMM 2000 Progesterone L2KPW Ver, 01

Page 1 of 1




EU Declaration of Conformity

of Council Directive $8/7YEC for in vitre diagnostc medical devicss,

We hareby declare that the products described below conform to all applicable requiremenis

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 Total IgE
Catalogue Number (REF): L2KIE2
L2KIES

Siemens Material Number (SMN): 10380873

10380872
Classification: General IVD
Conformity Assessment Route: ANNEX H
Document ldentifier: EC DEC_IMM 2000 Total IgE L2KIE
Version: 01

This declaration of conformily is issued under the sole responsibility of Siemens Healthcare Diagnostics Produgts-Lid.

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

Signature: S T i ‘"

Kevin Owen

Head of Quality Management

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

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




EU Declaration of Conformity

We heroby declare that the products described below conform to a8 applicable requirements
of Councll Directive S8/TYEC for in vilro diggnostic 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 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
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Total T3

L2KT32
L2KT38

10381654

10381657

General IVD

ANNEX

EC DEC_IMM 2000 Total T3 L2KT3

01

{%@jﬂ:f féiz?mw M{{ 7.

Anlta Wample

Head of Quallty Management

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

Document No. EC DEC_JMM 2000 Total T3 L2KT3 Ver. 01 Page 10of 1
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EU Declaration of Conformity

i We hereby declars that the products described below conform fo all applicable requitements
| of Council Directive SB/FY/EC for in vitro diagnostic madical devices.

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

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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Total T4
Catalogue Number (REF): 1L.2KT42
L2KT46

Siemens Matarial Number (SMN): 10381685

10381664
Classification: General IVD
Conformity Assessment Route: ANNEX 1
Document Identifier: EC DEC_IMM 2000 Total T4 L2KT4
Version: o1

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

Signature; S AT gf,gﬁ%{ﬁé A2

Anita Wample Date
Head of Quality Management [YYYY-MH
Slemens Healthcare Diagnostics Products Lid. ‘
LiLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Total T4 L2KT4 Ver. 01 Page 1 of 1



We hereby declare that the products described balow conform to all applicable requirements
of Council Directive $8/ITWED for in vire diagnostic madical devices,

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

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

Llanberis, Gwynedd, LL85 4EL, UK

Product Name: IMMULITE 2000 Total Testosterone
Catalogue Number (REF): L2KTW2
LZKTW8

Siemens Material Number (SMN): 10381190

10381191
Classification: General IVD
Conformity Assessment Route: ANNEX 1!
Document ldentifier: EC DEC_IMM 2000 Total Testosterone L2KTW
Version: 01

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

: T s -
Signature (A i Mol S é{,m?fvﬁi&w
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



EU Declaration of Conformity

We hareby 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:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SKN):

Classification:

Conformity Assessment Route:

Document Identifier;

Version:

This declaration of conformity is issued under the scle 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 Lid.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Unconjugated Estrio} (UE3)

L2KUE32
L2KUE36

10381192
10381171

General IVD

ANNEX I}

EC DEC_IMM 2000 Unconjugated Estriol L2KUE3

01

g

e

Kevin Owen

Head of Quality Management

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

Document No. EC DEC_IMM 2000 Unconjugated Estriol L2ZKUE3  Ver. 01 Page 1 of 1



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

We hereby declare that the product deseribed below conforms 1o all applicable reguirements

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

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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 3g Allergy Specific IgE Universal Kit
Catalogue Number (REF): L2KUNE

Siemens Material Number (SMN): 10380875

Classification; General IVD

Conformity Assessment Route: ANNEX HI

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 declaralion supersedes any declaration issued previously for the same product.

-5 v
Signature: S e -
’ fh il (L4 Eﬂ*xfil >

Anita Wample

Head of Quality Management

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

Document No. EC DEC_IMM 2000 3g Allergy Specific IgE Universal Kit L2KUN Ver. 01

Page 1 of 1
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EU Declaration of Conformity

E We hereby declare that the product descrbed below conforms to sl applicable requitements

of Councll Divective 98/797EC for in vitro diagnostic medics! 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 Disgnostics Products Ltd,

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 Growth Hormone {(hGH)
L2KGRH2

10381451

General IVD

ANNEX 1

EC DEC_IMM 2000 Growth Hormone (hGH) L2KGRH

01

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

Signature:

e L e s} s
{ufiifff‘wifé&/ (LAl

Siemens Healtheare Diagnostics Products Ltd.

[Yyvy

Head of Quality Management
LLanberls Gwynedd LL55 4EL, UK

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

@Eﬁfé - /

Anita Wample Date




EU Declaration of Conformity

We heraby declare that the product desaribaed below confonms o sll applicable requirements
of Councll Directive S8/7Y/EC for in vilro diagnostic medical devices,

Legal Manufacturer; Siemens Healthcare Diagnostics Products L.id.
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 Homocysteine

Catalogue Number (REF): L2KHO2

Siemens Material Number (SMN): 10381040

Classification: General IVD

Conformity Assessment Route: ANNEX 1l

Document ldentifier; EC DEC_IMM 2000 Homocysteine L2KHO
Version: 01

This declaration of conformily is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.

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

: I Ry vy
Signature: ’;{;@» i/ P A

Anita Wample

Head of Quality Management
Slemens Healthcare Diagnostics Products Lid.
LiLanberls Gwynedd LL5S 4EL, UK

Document No. EC DEC_IMM 2000 Homocysteine L2KHO  Ver. 01

Page 1 of 1
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EU Declaration of Conformity

We hareby declare that the product described below conforms to all applicable requirements
of Council Directive SBITHET for in vitro diagnostic medicel 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

Llanberis, Gwynedd, LL56 4EL, UK

Product Name: IMMULITE 2000 Osteocalcin
Catalogue Number (REF): L2ZKON2

Siemens Material Number (SMN): 10381477

Classification: General IVD

Conformity Assessment Route: ANNEX 111

Document ldentifier; EC DEC_IMM 2000 Osteocalcin L2KON
Version: 01

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

R

Signature: W?wj .

Kevin Owen

Head of Quality Management

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

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



Wa hereby declare that the product describad below conforms to all applicable reguiremeants
of Councll Directive B8I7Y/EC for in vitre 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.

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

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

IMMULITE 2000 Pyritinks-D
LZKPD2

10381461

General VD

ANNEX I}

EC DEC_IMM 2000 Pyrilinks-D L2KPD

01

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

Slgnature:

ey e }; )

g o e 2 ~y .
. ?‘(./f”? i {/"f el ol
Lo F

PO Y

Anlta Wample
Head of Quality Management

Slemens Healthcare Diagnostics Products Ltd,

Lianberls Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Pyrifinks-D 1.2KPD  Ver. 01

[YYYY-MM.DD]
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EU Declaration of Conformity

We hareby declare thel the products described below conform to sl applicable requirements
of Counclt Directive 98/78/EC for in vitro diagnostic medical devices.

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

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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Vitamin B12
Catalogue Number (REF): L2KvB2
L2KVB6

Siemens Material Number (SMN): 10380914

10380913
Classification: General VD
Conformity Assessment Route: ANNEX 1t
Document ldentifier: EC DEC_IMM 2000 Vitamin B12 L2KVB
Version: 01

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

. - S G 53 e e M
Signature: /i’{ N ﬂgm@%,}; Kf}{ﬁ» AV ﬁéﬁ b:}?(;{f

Anita Wample Date
Head of Quality Management [Yyyy-
Slemens Healthecare Dlagnostics Products Ltd.
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Vitamin B12 L2KVB  Ver. 01 Page 1 of 1



EC Declaration of Conformity

|

of Council Directive 98/79/EC forin vitio diagnosiic medical devices.

{ We hereby declare that the product described below conforms {o il applicable requirements

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF);

Slemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Control Number:

Version:

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

Signature:

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

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

IMMULITE 2000 EBV-VCA IgM
LZKEM2

10488005

GeneralivD

ANNEX 11l

EC DEC_IMM2000 EBV-VCA IgM L2KEM

0

Anita Wample

Head of Quality Management

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

Document No. EC DEC_IMM2000 EBV-VCA IgM L2ZKEM. Ver, 01

Page 1 of 1



We hereby declare that the produdcts dascrbed below conform io all applicable recuirements
of Council Directive S8/FS/EC for in vitrp dizgnostc medical devices.

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

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

Llanberis, Gwynedd, LL55 4EL, UK

Product Name; IMMULITE 2000 Ferritin
Catalogue Number {REF): L2KFE2
L2KFES

Siemons Material Number {SHIN): 10380908

10380906
Classification: General IVD
Conformity Assessment Route: ANNEX i1
Document Identifier: EC DEC_IMM 2000 Ferritin L2KFE
Version: 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: M [mlné/ iy

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

Document No. EC DEC_IMM 2000 Ferritin L2ZKFE Ver. 01 Page 1 of 1
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EU Declaration of Conformity

We hersby declare that the products deseribad below conform to sl applicable rsquiremenis
: of Councll Directive SEITWEC for in vire 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

Llanberis, Gwynedd, LL85 4EL, UK

Product Name: IMMULITE 2000 Folic Acid
Catalogue Number (REF): L2KFO2
L2KFOB

Siemens Material Number {SMN}): 10380911

10380812
Classification: General IVD
Conformity Assessment Route: ANNEX )
Document Identifier; EC DEC_IMM 2000 Folic Acid L2KFO
Version: 01

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

Signature; M W RﬁZZ- 20y

Anita Wample Date
Head of Quality Management [Yyyy-
Slemens Healthcare Diagnostics Products Ltd,
LLanberls Gwynedd LL.55 4EL, UK

Document No. EC DEC_IMM 2000 Folic Acid L2KFO Ver. 01 Page 1 of 1



EU Declaration of Conformity

We hereby declare thal the product desonbed below confonns to al applicable requiremaents
of Council Drective §B/79/EC for in vitre disgnostic medical devicas,

Legal Manufacturer: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL.55 4EL, UK

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

Lianberis, Gwynedd, LL55 4EL, UK

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

Siemens Material Number {SHN): 10381175

Classification: General IVD

Conformity Assessment Route: ANNEX il

Document identifier: EC DEC_IMM 2000 Free Beta HCG LOKFR
Version; 01

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

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

Slanature: LBt e Ll of 20

Anlta 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 Bets HCG L2KFB  Ver. 01

Page 1 of 1
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We hereby declare that the product described below conforms to al apphicable requirements
of Counait Directive S8/7WEC for in vitre 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 Anti-HBs
Catalogue Number (REF): L2KAH2

Siemens Material Number (SMN): 10381318

Classification: ANNEX Hi, List A
Conformity Assessment Route: ANNEX IV
Notified Body: Lloyd's Register Quality Assurance Lid.

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

Document ldentifier: EC DEC_IMM 2000 Anti-HBs L2KAH

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: (2o T /w/n_pé, 2016 V8P~

Anita Wample Date B
Head of Quality Management [YYYY-MMDD]
Siemens Healthcare Diagnostics Products Ltd, Fa

LLanberis Gwynedd LL55 4EL, UK ‘

Document No. EC DEC_IMM 2000 Anti-HBs L2KAH  Ver. 01 Page 1 of 1



EU Declaration of Conformity

We harmeby declars that the product descrbed below conforms o sl applicable requirements
of Council Directive S8ITHEC for in vitro disgnostic medicat 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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 CMV igG
Catalogue Number (REF): L2KCVG2

Siemens Material Number (SMN): 10381309

Clagsification: ANNEX II, List B
Conformity Assessment Route: ANNEX IV
Notified Body: Lioyd's Register Quality Assurance Lid,

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

Document identifier: EC DEC_IMM 2000 CMV IgG LZKCVG

Version: 01

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

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

Signature: WMW p&,

Anlta Wample
Head of Quality Management

Siemens Healthcare Diagnostics Products Lid.

LLanberls Gwynedd LL55 4EL, UK

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

Page 1 of 1



W heneby declare that the product deseribed below conforms fo all applicable requirements
i of Councit Directive 9879780 for In vitro diagnostic madical 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 Siemens Healthcare Diagnostics Products Ltd.
This declaration supersedes any declaration issued previously for the same product.

Signature;

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

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

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Lianberis, Gwynedd, LL65 4EL, UK

IMMULITE 2000 CMV IgM
L2KCM2

10381320

ANNEX I, List B
ANNEX IV

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

Solihull, B37 7E8, UK

Identification No, 0088

EC DEC_IMM 2000 CMV igM L2KCM

01

)6 K 19

MW/@

Anita Wample

Head of Quality Management

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

Date
[YYYY-MM-DD]
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EU Declaration of Conformity

oogs

We horeby declare that the product described below conforms 1o 2l spplicable requirements

of Council Directive 88/79/EC for in vilro diagnostic medical devices,

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:
Conformity Assessment Route:

Notified Body:

Document ldentifier:

Version:

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Llanberis, Gwynedd, L1856 4EL, UK

Siemens Healthcare Diagnostics Products Lid.

Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

IMMULITE/IMMULITE 2000 Free PSA
L2KPF2

10380984

ANNEX 11, List B

ANNEX IV

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

Solihull, B37 7ES, UK
Identification No. 0088

EC DEC_IMM 2000 Free PSA L2KPF

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:

Anita Wample

it Lk ple.

Head of Quality Management
Siemens Heaithcare Diagnostics Products Ltd
Lianberis Gwynedd LL55 4EL, UK .

Document No. EC DEC_IMM 2000 Free PSA L2KPF  Ver. 01

Page 1 of 1
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We hareby declare that the product desoribed below conforms o all applicable requiraments
of Couneil Directive SB/7HEC for in vitro diagnostic medicsl devicas,

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN);

Clagssification:
Conformity Assessment Route:

Notified Body:

Document Identifier:

Version:

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

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy
Llanberis, Gwynedd, LL85 4EL, UK

IMMULITE 2000 Toxoplasma Quantitative 1gG
L2KTXP2

10381323

ANNEX Il List B
ANNEX IV

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

Solihull, B37 7ES, UK

Identification No. 0088

EC DEC_IMM 2000 Toxoplasma Quantitative IgG L2KTXP

01

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

Signature:

M@bﬂ‘?f@

Anita Wample

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

Document No. EC DEC_IMM 2000 Toxoplasma Quantitative 1gG L2ZKTXP Ver. 01

Page 1 of 1




EU Declaration of Conformity

A —

We hemeby declare that the product describad below confonms to all applicable requirements
of Council Diractive 88/7%EC for In vilro diagnostic medical devices.

0088 i

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 sols responsibility of Siemens Healthcare Diagnostics Products:
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 Ld.

Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Toxoplasma IgM (u-Capture)
L2KTZ2

10381298

ANNEX I, 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 Toxoplasma IgM (u-Capture) L2KTZ

01

MM&Z/M e N Y&,

Anita Wample Date
Head of Quality Management [YYYY-MM-
Slemens Heaithcare Diagnostics Products Ltd,
LLanberis Gwynedd LL.55 4EL, UK

Document No, EC DEC_IMM 2000 Toxoplasma IgM (u-Capture) L2KTZ  Ver, 01 Page 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 Identifier:

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:

Document No. EC DEC_IMM 2000 Prolactin L2KPR  Ver. 02

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy

Lianberis, 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 Prolactin

L2KPR2
L2KPR6

10381200

10381199

General IVD

ANNEX I

EC DEC_IMM 2000 Prolactin L2KPR

02

Digitally signed by Robak Malgorzata
ON: serialNumber=20020NKF,
givenName=Malgorzata, sn=Robak,
o=Stemens, ai=Robak Malgorzata

Robak

Mal gorzata Date 201903 02 saay e
Malgorzata Robak Date. -
Regulatory Affairs Supervisor [YaYeYY«MM-DD

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

Page 1 of 1
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SIEMENS
EU Declaration of Conformity

We hersby declare that the product described below conforms 1o all applicable requiramenis
of Councit Direchive BBI7H/EC for in vitro diagnostic medical devicas

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

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

Lianberis, Gwynedd, LL85 4EL, UK

Product Name: IMMULITE Intact PTH Control Module
Catalogue Number (REF): LPHCM

Siemens Material Number (SMN): 10385354

Classification: General IVD

Conformity Assessment Route: ANNEX 1l

Document Identifier: EC DEC_IMM PTH Control Module LPHCM
Version: 0t

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.

o]

Signature: C@v (,, v é‘%ﬁi«»w&ﬁ;’} W»:; Ly f:{ﬁ o
Anita Wample Date
Head of Quality Management [YYYY-MM-DD]

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

Document No. EC DEC_IMM PTH Control Module LPHCM  Ver. 01



We hereby declare that the products described below conform to il applicable requivements
of Council Directive 88/7WEC for in vilro diagnostic medical devices

Legal Manufacturen

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

This declaration of conformity is 1ssued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.

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

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

IMMULITE 2000 Free T3

L2KF32
L2KF36

10381675
10381682

General VD

ANNEX 1}

EC DEC_IMM 2000 Free T3 L2ZKF3

01

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

Signature;

o
Z &z{wd'.gﬁi/: {fojg‘;ﬁw‘?fﬁ? i é;iw

Anita Wample Date

Head of Quality Management [YYYY-MM-DD]

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

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

Dbl o
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EU Declaration of Conformity

We hereby declars that the produdls descrbed below conform o all applicable requirements
of Councit Directive SE/7HEC for iy vitro diagnostic medioal 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, 1.L.55 4EL, UK

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

Siemens Material Number (SMN): 10381201

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

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

Signature: S e by PR 4
8 Ao [ f;ss;ffd:i»/ Ry of 2
Anita Wample Date
Head of Quality Management [YYYY-MM-DD]

Siemens Healthcare Diagnostics Products Ltd.
Lianberis Gwynedd L.L.55 4EL, UK

Document No. EC DEC_IMM 2000 FSH LZKFS Ver. 01



We hereby declare that the product descrbed below conforms o aif applicable requirements
of Councl Directive B THEC for in vitro diagnostc 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 GI-MA
Catalogue Number (REF): L2KGI2

Siemens Material Number (SMN): 10380988

Classification: General IVD

Conformity Assessment Route: ANNEX 1!

Document ldentifier: EC DEC_IMM 2000 GI-MA L2KGI
 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: PR - .
lgnatre (Lo (At - 082 Y
Anita Wample Date

Head of Quality Management [YYYY-MM-DD]
Slemens Healthcare Diagnostics Praducts Lid.

LLanberls Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 GI-MA L2KGI Ver, 01



We hareby declars that the products described below conform to all applicable requirements
of Councit Directive S8THEC for in vilro dizgnostic medical devices.

Legal Manufacturer; Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Lianberis, Gwynedd, 1155 4EL, UK

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

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 H, pylori lgG
Catalogue Number (REF): L2ZKHPG2
L2ZKHPGS8

Siemens Material Number {(SMN): 10381336

10381335
Classification: General IVD
Conformity Assessment Route: ANNEX i
Document identifier: EC DEC_IMM 2000 H. pylori IgG L2KHPG
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: M r//dz ) //,&’

Anita Wample

Head of Quality Management

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

Document No. EC DEC_IMM 2000 H. pyloni IgG L2KHPG  Ver. 01 Page 1 of 1



EU Declaration of Conformity

s s oy

We hereby declare that the products described below conform to all applicable requirements
of Council Directive 85/TEC 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 Ld.
This declaration supersedes any declaration issued previously for the same product

Signature:

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

Siemens Healthcare Diagnostios Products Lid.
Giyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Ltd.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 Third Generation TSH

L2KTS2
L2KTS6

10381665
10381667

General (VD

ANNEX 1T

EC DEC_IMM 2000 Third Generation TSH L2KTS

01

&3 . .
& S J o s 3 /
LKl [,
Anita Wample
Head of Quality Management
Slemens Healthcare Diagnostics Products Ltd.
Lianberis Gwynedd LL55 4EL, UK

WY e b g ¥ 1‘j
U LT



We hereby declare that the proguct described below conforms Io all apphcable requirements
of Counal Directive S87HEC for in vitro diagnostic medical devices

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

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

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 ACTH
Catalogue Number (REF): L2KACZ

Slemens Material Number (SMN): 10381468

Classification: General VD

Conformity Assessment Route: ANNEX I

Document Identifier: EC DEC_IMM 2000 ACTH L2KAC
Version: 01

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

Signature: M Mm' .

Anita Wample

Head of Quallty Management

Slemens Healthcare Diagnostics Products Ltd,
LLanberis Gwynedd 1.L.55 4EL, UK

Document No. EC DEC_IMM 2000 ACTH L2KAC Ver. 01 Page 1 of 1



We hareby declare that the produdts desoribed balow conform io all applicable requirements
]
i

of Councit Dirsctive S8/79/EC for in viro 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 daclaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd,

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Llanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 AFP

LZKAP2
L2KAPS

10381187
10381184

General IVD

ANNEX Il}

EC DEC_IMM 2000 AFP L2KAP

01

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

Signature:

/222

é,{mx}ﬁ? 750757 }4{4}

Anita Wample

Head of Quality Management

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

Document No. EC DEC_IMM 2000 AFP L2KAPR  Ver, 01




; W hareby declare that the product described below confoarrms fo al applicable requirements
of Counclt Diractive SB/79/EC for in vitre 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 AlaTOP
Catalogue Number {(REF): L2ZKATZ

Siemens Material Number {SMN): 10380878

Classification: General IVD

Conformity Assessment Route: ANNEX 1}

Document ldentifier; EC DEC_IMM 2000 AlaTOP L2KAT
Version: 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.

Slgnature: . 4,1 j'é'\wé(ﬁ/rﬂ ]é’é:/ mmmmmmmmmmmmmmm

Anita Wample

Head of Quality Management

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

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



We horsby declars that the procucts desoribed below conform i all apphcable requirements
of Coundll Drective S8/7HEC for in virs diagnostic medical devices,

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

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

Llanberis, Gwynedd, LL85 4EL, UK

Product Name: IMMULITE 2000 Allergy Specific IgG
Catalogue Number {REF}): L2KGG?
L2KGGS

Siemens Material Number {SMN): 10380877

10380880
Classification; General IVD
Conformity Assessment Route: ANNEX 11}
Document identifier: EC DEC_IMM 2000 Allergy Specific IgG L2KGG
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,‘O&"

Anita Wample

Head of Quality Management

Slemens Healtheare Diagnostics Products L.td,
Lianberis Gwynedd LL55 4EL, UK

Document No, EC DEC_IMM 2000 Allergy Specific 1gG L2KGG  Ver. 01

Page 1 of 1




EU Declaration of Conformity

We hereby declars that the products descrbed below conform o all applicable requiremants
of Councl Dirsctive S8/79EC for in vitro disgnostic medical devices.

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

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

Llanberis, Gwynedd, LL55 4EL, UK

Produet Name: IMMULITE 2000 Anti-TG Ab
Catalogue Number (REF): L2KTG2
L2KTGE

Siemens Material Number (SMN): 10381659

10381655
Classification: General IVD
Conformity Assessment Route: ANNEX 1
Document identifier: EC DEC_IMM 2000 Anti-TG Ab LZKTG
Version: 01

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

Signature: MT [(jy/m’ﬂ&,

Anita Wample

Head of Quality Management

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

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



EU Declaration of Conformity

We hereby declare thal the product descabed below conforms to 2l aspplicable rmauirements
of Councll Directive SB/78/EC for in vitre dingnostic medical devices,

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Stermens Material Number {SHN):

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 issued previ

Signature:

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

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Lianberis, Gwynedd, LLE5 4EL, UK

Siemens Healthcare Diagnostics Products Lid.

Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 BR-MA
L2KBR2

10380983

General VD

ANNEX il

EC DEC_IMM 2000 BR-MA L2KBR

01

ously for the same product.

Ll (pm e oo of 2.

Anita Wample Date

Head of Quality Management [YYYY-MM-DD]

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




EU Declaration of Conformity

We hersby daclare that the product described bslow conforms to ail applicable requiremants
of Council Diractive $8/79/EC for in vitro diagnastic medics! devices

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Slemens Material Number (SHN}:

Classification:

Conformity Assessment Route:

Document ldentifier:

Version:

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

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

IMMULITE 2000 Calcitonin
L2KCL2

10381446

General IVD

ANNEX Il

EC DEC_IMM 2000 Calcitonin L2KGL

01

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

Signature:

Document No. £C DEC_IMM 2000 Calcitonin L2KCL  Ver. 01

ol 7 ~al~1

Kevin Owen : Date
Head of Quality Management / -
Siemens Healthcare Diagnostics:
Lianberis Gwynedd LL55 4EL, U

Page 1 of 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 98/79/EC for in vitro 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

Llanberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 CEA
Catalogue Number (REF): L2KCE2
L2KCE6

Siemens Matarial Number (SMN): 103809894

10380995
Classification: General IVD
Gonformity Assessment Route: ANNEX {Hl
Document identifier: EC DEC_IMM 2000 CEA L2ZKCE
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: MW p@) & L2000 0 O )ér

Kevin Owen

Head of Quality Management

Siemens Healthcare Diagnostics Products Ltd.
LLanberis Gwynedd LL8S 4EL, UK

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



We heraby declare that the products described below canform to all applicable requiremenis
of Council Directive 98/79/EC for in vilro diagnostic medical devices

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

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

Lianberis, Gwynedd, LL55 4EL, UK

Product Name: IMMULITE 2000 Cortisol
Catalogue Number (REF): L2KCO2
L2KCO8

Siemens Material Number (SMN): 10381476

10381480
Classification; General IVD
Conformity Assessment Route: ANNEX N
Document identifier: EC DEC_IMM 2000 Cortisol L2ZKCO
Version: 01

This declaration of conformily is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.

This deciaration supersedes any declaration jssued previously for the same product.

signature: (actla [P vn s For L2 O

Kevin Owen

Head of Quality Management

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

Document No. EC DEC_IMM 2000 Cortisol L2ZKCO  Ver. 01

Page 1 of 1
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We heraly daclare thal the product desenbed below conforms to all applicable reouirements
: of Councll Directive B8/797EC for In vitro diagnostic medical devices.

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

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

Llanberis, Gwynedd, LL55 4EL, UK

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

Sismens Material Number (SMN): 10381450

Clagsification: General IVD

Conformity Assessment Route; ANNEX il

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 supsrsedes any declaration issued previously for the same product.

Signature: s s 8k
an e ij«»fw‘ /7 fﬁfﬂ?“””;{ﬂ o y«/«ff‘?f d‘}ji} 3(*;

Anita Wample

Head of Quality Management

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

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



EU Declaration of Conformity

We hereby declare that the product described below confomns o all applicable requdrements
of Councit Dirsctive 88/7Y/EC for in vitre disgnostic medics! 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 Ltd.

Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy

Llanberis, Gwynedd, LLES 4EL, UK

Siemens Healthcare Diagnostics Products Lid.

Glyn Rhonwy
Lianberis, Gwynedd, LL55 4EL, UK

IMMULITE 2000 D-Dimer
L2KDD2

10381041

General IVD

ANNEX 1

EC DEC_IMM 2000 D-Dimer L2KDD

01

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

Signature:

/x’“‘? S P ~ 7 ! : . my
(Al [ KRy 0 {Zw 20008 A
Anita Wample Date

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

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

Page 1 of 1



EU

We hersby declsre Hhat the product describad below conforms to all applicable requirements
of Goundll Directive S87WEC for in vitro diagnostic madical devices.

Legal Manufacturer:

Place of Manufacture:

Product Name:
Catalogue Number (REF):

Siemens Matsrial Number {SMIN):

Classification:

Conformity Assessment Route:

Document ldentifier:

Version:

This declaration of conformity is issued under the so

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 DHEA-SO4
LZKDSs2

10381193

General IVD

ANNEX i

EC DEC_IMM 2000 DHEA-SO4 L2KDS

01

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

Signature:

Lot ot ple

Anita Wample Date
Head of Quality Management

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

le responsibility of Siemens Healthcare Diagnostics Products Lid.

YO PP D

Document No. EC DEC_IMM 2000 DHEA-804 L2KDS Ver 01

[YYYY-MM-DD]

Page 1 of 1
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EC Declaration of Conformity

We hersby deciara that the product described below conforms to ail applicable requirements
of Councll Directive SBTHEC for in vire diagnostic medical devices,

Legal Manufacturer:

Place of Manufacture:

Product Name:

Catalogue Number (REF):

Slemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Controf Number:

Version:

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

Signature:

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

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

IMMULITE 2000 EBV-EBNA IgG
L2KEB2

10381307

General IVD

ANNEX 1l

EC DOC_IMMZ2000 EBV-EBNA lgG L2KEB

01

responsibility of Siemens Healthcare Diagnostics Products Lid,

ézz,}ax;?é? Z/,Zbrf ,,:/5?/

Anita Wample

Head of Quality Management

Slemens Healthcare Diagnostics Products Ltd.
Lianberis Gwynedd, LL5S 4EL, UK

Document No. EC DOC_IMM2000 EBV-EBNA 19G L2ZKEB  Ver, 01

Page 1 of 1



EC

We hareby declars thet the product described below conforms to all applicable requirements
of Council Directive 88/79/EC for In vitro diagnostic medicat devices.

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

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

Lianberis, Gwynedd, LL 55 4EL, UK

Product Name: IMMULITE 2000 EBV-VCA lgG
Catalogue Number {REF): L2KVG2

Slemens Material Number (SMN): 10381330

ClassHication: General VD
Conformity Assessment Route: ANNEX 1t

Document Control Number: EC DEC_IMM2000 EBV-VCA IgG L2KVG
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

. o
Stanature: i 2 //ﬁ/mla/, T 9303

Anita Wample

Head of Quality Management

Slemens Healthcare Diagnostics Products Ltd.
Llanberis Gwynedd, 1155 4EL, UK

Document No, EC DEC_{MM2000 EBV-VCA IgG L2KVG Ver. 01 Page 1 of 1
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EU Declaration of Conformity

S,

We hareby declare that the products described below conform to alt apphcable requirsmenis
of Councit Directive 38/7ET 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 Estradiol
Catalogue Number (REF): L2KE22
L2KE26

Siemens Material Number (SMN): 10381178

10381177
Classification: General IVD
Conformity Assessment Route: ANNEX I}
Document ldentifier; EC DEC_IMM 2000 Estradio; L2KE2
Version: 01

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

Signature: MWW 0&—/ MZ’ 2f

Anita Wample Date

Head of Quality Management [YYYY-MM-DD}
Siemens Healthcare Diagnostics Products Ltd,
LLanberis Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Estradio!l L2KE2 Ver. 04



We hereby declare that the product described below conforms to all applicable requirements
of Council Directive 98/73/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 fs issued under the sole responsibility of Siemens Healthcare Diagnostics Progfucts Lid.
This declaration supersedes any declaration issued previously for the same product )

Signature:

Siemens Healthcare Diaghostics Products Ltd.
Glyn Rhonwy
l.lanberis, Gwynedd, LL55 4EL, UK

Siemens Healthcare Diagnostics Products Lid.
Glyn Rhonwy

Lianberis, Gwynedd, L.L55 4EL, UK

Siemens Healthcare Diagnostics Manufacturing Lid.
Chapel Lane

Swords, Co. Dublin, freland

IMMULITE 2000 HBsAg

L2KHB2

10381306

ANNEX I, List A
ANNEX 1V

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

Soflihull, B37 7ES, UK
Identification 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 L2KHB  Ver. 02 Page 1 of 1



EU Declaration of Conformity

&

i
!
; W hereby declare that the product described below conforms to all applicable requirements
i of Councli Directive $BITYEC for in wire disgnostic medical devices,
Legal Manufacturer; Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanbers, Gwynedd, LL55 4EL, UK
Piace of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanbers, Gwynedd, LL55 4EL, UK
Product Name: IMMULITE 2000 OM-MA
Catalogue Number (REF): L2KOP2

Siemens Material Number (SMN}): 10380972

Classification: General IVD

Conformity Assessment Route: ANNEX il}

Document ldentifier: EC DEC_IMM 2000 OM-MA L2KOP
Version: 01

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

Signature: (Lol (02l L 2okopy
Anlta Wample Date

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

Document No. EC DEC_IMM 2000 OM-MA L2KOP  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 requirements
of Council Directive 98/79/EC for in vitro diagnostic medical devices.

L.egal 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 under the sole responsibility of Siemens Healthcare Diagnostics Inc.

Siemens Healthcare Diagnostics Inc.
62 Flanders-Bariley Road
Flanders, NJ, 07836, USA

CARCLO TECHNICAL PLASTICS
Grant Road
Tucson, AZ 85705, USA

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

Siemens Healthcare Diagnostics Manufacturing Lid.

Chapel L.ane
Swords, Co. Dublin, frefand

IMMULITE 2000 Systems Reaction Tubes
LRXT

10385206

General VD

ANNEX 11

DoC_IMMULITE 2000 _RxnTubes

4.0

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

Signature:

Document No. DoC_IMMULITE 2000_RxnTubes Ver. 4.0

Sherrie Ryan

Digitally signed by Ryan Sherrie

@
Rya n S h e r rl e DN: serialNumber=20026ZFR, givenName=Sherrie,

Sr Manager Regulatory Affiars
Siemens Healthcare Diagnostic.
Newark, DE 19714 :

[YYYY-MM-DD]

Page 1 of 1




Konformitatserklarung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

Wir erkldren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkie mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen
Parlaments und des Rates Ober in-vitro-Diagnostika
tbereinstimmen und die Anforderungen gema Annex Il
erfOllt werden.

We hereby declare that the in vitro diagnostic devices |
described below conforms fo all applicable Essential }
Requirements of Directive 98/79/EC on in vitro Diagnastic

Medical Devices and accordance was shown by conformity |
assessment procedures of Annex I, f

Produkiname (deutsch):

Product name (English):

[ IMMULITE 2000 / IMMULITE 2500 Waschmodul

[ IMMULITE 2000/ IMMULITE 2500 Probe Wash Module |

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

[ L2PWSM
Packungsardbe(n) / Package Size(s) (REF):
| L2PWSM
IVD-Kategorie / IVD Category:
[ Sonstige | Others |

Hersteller { Manufacturer;

Siemens Healthcare Diagnostics Products GmbH

Adresse (innerhalb Deutschland):

Address (infernational):

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

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

Germany

Bestétigung / Authorization:

Director Quality/Regulatory

/VL”é/\

Unterschiift / Signature

Dr. Jérg Ambomn

Name /Name

2011-04-14

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

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

Seite / Page: 1 van/ of 1



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:

Device name:

Catalog number:

National and other
standards and technical
specifications:

EU Representative:

Signature/Date of
Manufacturer or
Responsible Party:

Name/Title of Signatory

according to directive 98/79/EC, Aunex 11}

Siemens Healthcare Diagnostics Inc.

EC Declaration of Conformity

Manufacturer:

5210 Pacific Concourse Drive
Los Angeles, CA 90045-6900
U.S.A,

In Vitro Diagnostic Medical Device

IMMULITE® 2000 Chemiluminescent Substrate

L2SUBM

EN 375, EN 980, ISO 13485, EN 13612, EN 13640, EN 13641,
ISO 14971, ISO/IEC 17050-1, 2, EN 17511, 21 CFR 820

Siemens Healthcare Diagnostics Limited
Faraday House

Sir William Siemens Square, Frimley
Camberley, GU16 80D

United Kingdom

I

: k(m bz /7/7 fe

-7 Signature

Print Name

Ed. 00
August 13, 2009

RA-018-A Eff.Date: 04/08
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