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EU Declaration of Conformity 

 

  
Document No. EC DEC_IMMULITE® 2000 Anti-HBc   Ver. 03 Page 1 of 1 

 

 

 
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: 

 
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      

 EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd. 
Chapel Lane 
Swords, Co. Dublin, Ireland      

 

 Product Name: IMMULITE® 2000 Anti-HBc      

 Catalogue Number (REF): L2KHC2 

 Siemens Material Number (SMN): 10381311 

        

 

 Classification: ANNEX II, List A 

 Conformity Assessment Route: ANNEX IV      

 Notified Body: TÜV Rheinland LGA Products GmbH 
Tillystrasse 2 
90431 Nuremberg, Germany 
Identification No. 0197        

 

 Document Identifier: EC DEC_IMMULITE® 2000 Anti-HBc 

 Version: 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:   
       

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

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

 

  
Document No. EC DEC_IMMULITE® 2000 Anti-HBs   Ver. 03 Page 1 of 1 

 

 

 
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: 

 
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      

 EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd. 
Chapel Lane 
Swords, Co. Dublin, Ireland      

 

 Product Name: IMMULITE® 2000 Anti-HBs 

 Catalogue Number (REF): L2KAH2 

 Siemens Material Number (SMN): 10381318 

        

 

 Classification: ANNEX II, List A 

 Conformity Assessment Route: ANNEX IV      

 Notified Body: TÜV Rheinland LGA Products GmbH 
Tillystrasse 2 
90431 Nuremberg, Germany 
Identification No. 0197           

 

 Document Identifier: EC DEC_IMMULITE® 2000 Anti-HBs 

 Version: 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:   
       

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

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

 

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

 

 

 
 

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: 

 
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      

 EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd. 
Chapel Lane 
Swords, Co. Dublin, Ireland      

 

 Product Name: IMMULITE 2000 Anti-TPO Ab 

 Catalogue Number (REF): L2KTO2 

L2KTO6 

 

 Siemens Material Number (SMN): 10381650 

  10381649 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Anti-TPO Ab L2KTO 

 Version: 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:   
       

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

 Date 
[YYYY-MM-DD] 
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This approval is subject to the company maintaining its system to the required standard, which will be monitored by NQA, USA, 289 

Great Road, Suite 105, Acton, MA 01720, an accredited organization under the ANSI-ASQ National Accreditation Board.

Page 1 of 3

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 

For and on behalf of NQA, USA

K
17622Certificate Number:

12, 19EAC Code:

July 9, 2018Certified Since:

July 8, 2021Valid Until:

August 2, 2018Reissued:

July 9, 2018Cycle Issued:



July 9, 2018

July 8, 2021

Certified Since:

Valid Until:

August 2, 2018Reissued:

July 9, 2018Cycle Issued:

This approval is subject to the company maintaining its system to the required standard, which will be monitored by NQA, USA, 289 

Great Road, Suite 105, Acton, MA 01720, an accredited organization under the ANSI-ASQ National Accreditation Board.

Page 2 of 3

Appendix to Certificate Number: 17622

Includes Facilities Located at:

Design and development of reagents, plastic 

consumables and analytical instruments, LSG 

Executive management

Bio-Rad Laboratories

Certificate Number 17622

2000 Alfred Nobel Drive 

Hercules CA 94547

United States of America

Manufacture of analytical instruments and chemicalsBio-Rad Laboratories (Singapore) Pte. Ltd.

Certificate Number 17622

1 Kaki Bukit View 

#03-01 Techview

415941  

Republic of Singapore

Installation, service and repair of analytical 

instruments, Technical Support, Complaint Handling

Bio-Rad Laboratories

Certificate Number 17622

255/265 Linus Pauling Drive 

Hercules CA 94547

United States of America

Manufacture of reagentsBio-Rad Laboratories

Certificate Number 17622

925 Alfred Nobel Drive 

Hercules CA 94547

United States of America



July 9, 2018

July 8, 2021

Certified Since:

Valid Until:

August 2, 2018Reissued:

July 9, 2018Cycle Issued:

This approval is subject to the company maintaining its system to the required standard, which will be monitored by NQA, USA, 289 

Great Road, Suite 105, Acton, MA 01720, an accredited organization under the ANSI-ASQ National Accreditation Board.

Page 3 of 3

Appendix to Certificate Number: 17622

Includes Facilities Located at:

Distribution of reagents, plastic consumables and 

analytical instruments

Bio-Rad Laboratories

Certificate Number 17622

2500 Atlas Road 

Richmond CA 94806

United States of America

Manufacture of injection molded plastic consumablesBio-Rad Laboratories

Certificate Number 17622

487 Aviation Blvd., #100 

Santa Rosa CA 95403

United States of America

Manufacture of reagentsBio-Rad Laboratories

Certificate Number 17622

3110 Regatta Boulevard 

Richmond CA 94804

United States of America

Manufacture of analytical instrumentsBio-Rad Laboratories

Certificate Number 17622

6000 James Watson Drive 

Hercules CA 94547

United States of America
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EU Declaration of Conformity 

 

  
Document No. EC DEC_IMM 2000 Substrate L2SUBM   Ver. 07 Page 1 of 1 

 

 

 
 

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

 Place of Manufacture: 

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

 EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd. 
Chapel Lane 
Swords, Co. Dublin, Ireland      

 

 

 

 

 

 Product Name: IMMULITE 2000 Chemiluminescent Substrate Module  

 Catalogue Number (REF): L2SUBM 

 Siemens Material Number (SMN): 10385232 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Substrate L2SUBM 

 Version: 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:   
       

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

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

 

  
Document No. EC DEC_IMMULITE® 2000 Free PSA   Ver. 03 Page 1 of 1 

 

 

 
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: 

 
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      

 EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd. 
Chapel Lane 
Swords, Co. Dublin, Ireland      

 

 Product Name: IIMMULITE® 2000 Free PSA 

 Catalogue Number (REF): L2KPF2 

 Siemens Material Number (SMN): 10380984 

        

 

 Classification: ANNEX II, List B 

 Conformity Assessment Route: ANNEX IV      

 Notified Body: TÜV Rheinland LGA Products GmbH 
Tillystrasse 2 
90431 Nuremberg, Germany 
Identification No. 0197           

 

 Document Identifier: EC DEC_IMMULITE® 2000 Free PSA 

 Version: 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:   
       

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

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

 

  
Document No. EC DEC_IMM 2000 Free T3 L2KF3   Ver. 02 Page 1 of 1 

 

 

 
 

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: 

 
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      

 EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd. 
Chapel Lane 
Swords, Co. Dublin, Ireland      

 

 

 

 

 

 Product Name: IMMULITE 2000 Free T3 

 Catalogue Number (REF): L2KF32 

L2KF36 

 

 Siemens Material Number (SMN): 10381675 

  10381682 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Free T3 L2KF3 

 Version: 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:   
       

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

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

 

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

 

 

 
 

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: 

 
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      

 EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd. 
Chapel Lane 
Swords, Co. Dublin, Ireland      

 

 

 

 

 

 Product Name: IMMULITE 2000 Free T4 

 Catalogue Number (REF): L2KFT42 

L2KFT46 

 

 Siemens Material Number (SMN): 10381678 

  10381677 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Free T4 L2KFT4 

 Version: 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:   
       

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

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

 

  
Document No. EC DEC_IMMULITE® 2000 HBsAg   Ver. 03 Page 1 of 1 

 

 

 
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: 

 
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      

 EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd. 
Chapel Lane 
Swords, Co. Dublin, Ireland      

 

 Product Name: IMMULITE® 2000 HBsAg 

 Catalogue Number (REF): L2KHB2 

 Siemens Material Number (SMN): 10381306 

        

 

 Classification: ANNEX II, List A 

 Conformity Assessment Route: ANNEX IV      

 Notified Body: TÜV Rheinland LGA Products GmbH 
Tillystrasse 2 
90431 Nuremberg, Germany 
Identification No. 0197           

 

 Document Identifier: EC DEC_IMMULITE® 2000 HBsAg 

 Version: 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:   
       

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

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

 

  
Document No. EC DEC_IMMULITE® 2000 PSA   Ver. 03 Page 1 of 1 

 

 

 
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: 

 
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      

 EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd. 
Chapel Lane 
Swords, Co. Dublin, Ireland      

 

 Product Name: IMMULITE® 2000 PSA 

 Catalogue Number (REF): L2KPS2, L2KPS6 

 Siemens Material Number (SMN): 10380986, 10380996 

        

 

 Classification: ANNEX II, List B 

 Conformity Assessment Route: ANNEX IV      

 Notified Body: TÜV Rheinland LGA Products GmbH 
Tillystrasse 2 
90431 Nuremberg, Germany 
Identification No. 0197           

 

 Document Identifier: EC DEC_IMMULITE® 2000 PSA 

 Version: 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:   
       

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

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

Document No. EC DEC_IMM 2000 Third Generation TSH Sample Diluent L2TSZ   Ver. 02 Page 1 of 1

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

Place of Manufacture: Siemens Healthcare Diagnostics Products Ltd.
Glyn Rhonwy
Llanberis, Gwynedd, LL55 4EL, UK

EU Authorized Representative: Siemens Healthcare Diagnostics Manufacturing Ltd.
Chapel Lane
Swords, Co. Dublin, Ireland

Product Name: IMMULITE 2000 Third Generation TSH Sample Diluent

Catalogue Number (REF): L2TSZ

Siemens Material Number (SMN): 10387061

Classification: General IVD

Conformity Assessment Route: ANNEX III

Document Identifier: EC DEC_IMM 2000 Third Generation TSH Sample Diluent L2TSZ

Version: 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:

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

 Date
[YYYY-MM-DD]
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