SIEMENS

EU Declaration of Conformity

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

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

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

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

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

IMMULITE 2000 Anti-TPO Ab

L2KTO2
L2KTO6

10381650

10381649

General IVD

ANNEX Il

EC DEC_IMM 2000 Anti-TPO Ab L2KTO

02

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 Malgorzata
RO ba k DN: serialNumber=Z0020NKF,

giver ata, sn=Robak, o=Siemens,

cn=Robak Malgorzata

Ma Igorzata Reason: | am approving this document 2019-02_04

Date: 2019.02.04 14:37:08 Z

Malgorzata Robak
Regulatory Affairs Supervisor
Siemens Healthcare Diagnostics Products Ltd.

Llanberis, Gwynedd LL55 4EL, UK .
Digitally signed by Chicu Natalia
Date: 2021.03.02 17:09:27 EET
Reason: MoldSign Signature
Location: Moldova

Date

Document No. EC DEC_IMM 2000 Anti-TPO Ab L2KTO Ver. 02 Page 1 of 1
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global assurance

This is to certify that the Quality Management System of:

Bio-Rad Laboratories

2000 Alfred Nobel Drive
Hercules CA 94547
United States of America

Central function listed above. See appendix for additional locations
applicable to:

The design, development, manufacture, and distribution of reagents and analytical
instruments. The installation and servicing of analytical instruments

has been assessed and approved by
National Quality Assurance, U.S.A., against the provisions of:

ISO 13485:2016

Certificate Number: 17622
EAC Code: 12, 19
§ Certified Since: July 9, 2018
Valid Until: July 8, 2021
Reissued: August 2, 2018

Cycle Issued: July 9, 2018

For and on behalf of NQA, USA
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@#f global assurance

Appendix to Certificate Number: 17622

Includes Facilities Located at:

Bio-Rad Laboratories
Certificate Number 17622
2000 Alfred Nobel Drive
Hercules CA 94547
United States of America

Bio-Rad Laboratories (Singapore) Pte. Ltd.
Certificate Number 17622

1 Kaki Bukit View

#03-01 Techview

415941

Republic of Singapore

Bio-Rad Laboratories
Certificate Number 17622
255/265 Linus Pauling Drive
Hercules CA 94547

United States of America

Bio-Rad Laboratories
Certificate Number 17622
925 Alfred Nobel Drive
Hercules CA 94547
United States of America

Design and development of reagents, plastic
consumables and analytical instruments, LSG
Executive management

Manufacture of analytical instruments and chemicals

Installation, service and repair of analytical
instruments, Technical Support, Complaint Handling

Manufacture of reagents

Certified Since: July 9, 2018

Valid Until: July 8, 2021
Reissued: August 2, 2018

Cycle Issued: July 9, 2018
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Appendix to Certificate Number: 17622

Includes Facilities Located at:

Bio-Rad Laboratories
Certificate Number 17622
2500 Atlas Road
Richmond CA 94806
United States of America

Bio-Rad Laboratories
Certificate Number 17622
487 Aviation Blvd., #100
Santa Rosa CA 95403
United States of America

Bio-Rad Laboratories
Certificate Number 17622
3110 Regatta Boulevard
Richmond CA 94804
United States of America

Bio-Rad Laboratories
Certificate Number 17622
6000 James Watson Drive
Hercules CA 94547
United States of America

Distribution of reagents, plastic consumables and
analytical instruments

Manufacture of injection molded plastic consumables

Manufacture of reagents

Manufacture of analytical instruments

Certified Since: July 9, 2018

Valid Until: July 8, 2021
Reissued: August 2, 2018

Cycle Issued: July 9, 2018



SIEMENS

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:

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

Siemens Healthcare Diagnostics Inc.
500 GBC Drive, Mailstop 514, P.O. Box 6101
Newark, DE, 19714, USA

Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane

Swords, Co. Dublin, Ireland

IMMULITE 2000 Chemiluminescent Substrate Module

L2SUBM

10385232

General IVD

ANNEX Il

EC DEC_IMM 2000 Substrate L2SUBM

07

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 Substrate L2SUBM Ver. 07

Digitally signed by Robak Malgorzata
DN: serialNumber=Z0020NKF,

RO ba k M a I g O rzata :F:Robak Malgorzat;:m sn=obak

R 1| ing this d t - _
Date 20190215 2332197 2019-02-13

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK
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SIEMENS

EU Declaration of Conformity

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

Legal Manufacturer:

Place of Manufacture:

EU Authorized Representative:

Product Name:

Catalogue Number (REF):

Siemens Material Number (SMN):

Classification:

Conformity Assessment Route:

Document Identifier:

Version:

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

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

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

IMMULITE 2000 Free T4

L2KFT42
L2KFT46

10381678

10381677

General IVD

ANNEX Il

EC DEC_IMM 2000 Free T4 L2KFT4

02

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 Malgorzata
DN: serialNumber=Z0020NKF,

Robak Malgorzata s = 2019-01-30

Date: 2019.01.30 22:40:27 Z

Malgorzata Robak Date
Regulatory Affairs Supervisor

Siemens Healthcare Diagnostics Products Ltd. [YYYY-MM-DD]
Llanberis, Gwynedd LL55 4EL, UK

Document No. EC DEC_IMM 2000 Free T4 L2KFT4 Ver. 02 Page 1 of 1
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SIEMENS

Konformitéitserklarung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

C¢€

Wir erklaren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richtlinie 98/79/EG des Europdischen
Parlaments und des Rates lber In-vitro-Diagnostika
Ubereinstimmen und die Anforderungen gemat Annex IlI
erfiilt werden.

We hermeby declare that the in vitro diagnostic devices
described below conforms fo all applicable Essential
Requirements of Directive 98/79/EC on in vitro Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex 1.

Produktname {deutsch):

Product name (English).

[ IMMULITE 2000 / IMMULITE 2500 Reinigungsmodul

| IMMULITE 2000 / IMMULITE 2500 Probe Cleaning Kit |

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

| L2KPM |
Packungsgréfe(n) / Package Size(s) (REF):
L2KPM |
IVD-Kategorie / IVD Category:
| Sonstige | Others |

Hersteller / Manufacturer:

| Siemens Healthcare Diagnostics Products GmbH |

Adresse (innerhalb Deutschland):

Address (international):

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

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

Gemmany

Bestitigung / Authorization:

Director Quality/Regulatory

/) |

A

Unterschrift / Signature

Dr. Jorg Amborn

Name /Name

2011-04-05

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

LP-00101_VL_DoC — Giiltig ab: 2011-¢1-25

Seite / Page: 1 von/of 1



SIEMENS

Konformitatserklarung

Siemens Healthcare Diagnostics
Products GmbH

Declaration of Conformity

C¢€

Wir erkléren hiermit, dass die unten angegebenen In-vitro-
Diagnostika-Produkte mit den Grundlegenden
Anforderungen der Richilinie 98/79/EG des Européischen
Parlaments und des Rates (ber In-vitro-Diagnostika
Gbereinstimmen und die Anforderungen gemaR Annex Il
erflllt 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 Diagnostic
Medical Devices and accordance was shown by conformity
assessment procedures of Annex lif.

Produktname (deutsch):

Product name (English):

[ IMMULITE 2000 / IMMULITE 2500 Waschmodul

[ IMMULITE 2000/ IMMULITE 2500 Probe Wash Module

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

L2PWSM |
PackungsgrdBe(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-Str. 76
35041 Marburg

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

Bestatigung / Authorization:

Director Quality/Regulatory

)

s

Unterschrift / Signature

Dr. Jérg Amborn

Name /Name

2011-04-14

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

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

Seite / Page: 1 von/ of 1



SIEMENS

EU Declaration of Conformity

0197

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:

Notified Body:

Document Identifier:

Version:

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

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

Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane

Swords, Co. Dublin, Ireland

IMMULITE® 2000 PSA

L2KPS2, L2KPS6

10380986, 10380996

ANNEX II, List B
ANNEX IV

TOV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg, Germany
Identification No. 0197

EC DEC_IMMULITE® 2000 PSA

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:

Document No. EC DEC_IMMULITE® 2000 PSA Ver. 03

Digitally si d by Robak Mal it
Robak
givenName=Malgorzata, sn=Robak, o=Siemens,
cn=Robak Malgorzata 201 9 09 25
Re : | ing this d t - =
Malgorzata oo oo s docen
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-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 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:

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

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

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

IMMULITE 2000 Third Generation TSH Sample Diluent

L2TSZ

10387061

General IVD

ANNEX 1l

EC DEC_IMM 2000 Third Generation TSH Sample Diluent L2TSZ

02

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 Mall t
RO ba k DII\?:‘saeriyalsrl\lgunnjberizgogDNKaF,g o
givenName=Malgorzata, sn=Robak, o=Siemens,
M I t cRn=Roba|k Malgorzata e
eason: | am approving this document
a gorza a Dater 2019.02.10 2256107 2019-02-10
Malgorzata Robak Date
Regulatory Affairs Supervisor [YYYY-MM-DD]

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

Document No. EC DEC_IMM 2000 Third Generation TSH Sample Diluent L2TSZ Ver. 02

Page 1 of 1
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