
________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

 
 

EU Declaration of Conformity 

 

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

 Catalogue Number (REF): L2KUN6 

 

 

 Siemens Material Number (SMN): 10380875 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 3g Allergy Specific IgE Universal Kit L2KUN 

 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 ACTH L2KAC   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  ACTH 

 Catalogue Number (REF): L2KAC2 

 Siemens Material Number (SMN): 10381468 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 ACTH L2KAC 

 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 AFP   Ver. 04 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 AFP 

 Catalogue Number (REF): L2KAP2, L2KAP6 

 Siemens Material Number (SMN): 10381187,10381184 

        

 

 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 AFP 

 Version: 04 

 

       

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-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-TG Ab L2KTG   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-TG Ab 

 Catalogue Number (REF): L2KTG2 

L2KTG6 

 

 Siemens Material Number (SMN): 10381659 

  10381655 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Anti-TG Ab L2KTG 

 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 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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EU Declaration of Conformity 

 

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

 Catalogue Number (REF): L2KBR2 

 Siemens Material Number (SMN): 10380983 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 BR-MA L2KBR 

 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 Calcitonin L2KCL   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  Calcitonin 

 Catalogue Number (REF): L2KCL2 

 Siemens Material Number (SMN): 10381446 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Calcitonin L2KCL 

 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 CEA L2KCE   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 CEA 

 Catalogue Number (REF): L2KCE2 

L2KCE6 

 Siemens Material Number (SMN): 10380994 

  10380995 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 CEA L2KCE 

 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 CMV IgG   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 CMV IgG      

 Catalogue Number (REF): L2KCVG2 

 Siemens Material Number (SMN): 10381309 

        

 

 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 CMV IgG 

 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] 

 

 

szymma15
Typewritten Text
2019-09-19



________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

 
 

EU Declaration of Conformity 

 

  
Document No. EC DEC_IMMULITE® 2000 CMV IgM   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 CMV IgM 

 Catalogue Number (REF): L2KCM2 

 Siemens Material Number (SMN): 10381320 

        

 

 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 CMV IgM 

 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 Cortisol L2KCO   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  Cortisol 

 Catalogue Number (REF): L2KCO2 

L2KCO6 

 Siemens Material Number (SMN): 10381476 

  10381480 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Cortisol L2KCO 

 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 C-Peptide L2KPEP   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 C-Peptide 

 Catalogue Number (REF): L2KPEP2 

 

 Siemens Material Number (SMN): 10381450 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 C-Peptide L2KPEP 

 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 D-Dimer L2KDD   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 D-Dimer  

 Catalogue Number (REF): L2KDD2 

 

 Siemens Material Number (SMN): 10381041 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 D-Dimer L2KDD 

 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 DHEA-SO4  L2KDS   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 DHEA-SO4  

 Catalogue Number (REF): L2KDS2 

 

 Siemens Material Number (SMN): 10381193 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 DHEA-SO4  L2KDS 

 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 EBV-EBNA IgG L2KEB   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 EBV-EBNA IgG  

 Catalogue Number (REF): L2KEB2 

 

 

 Siemens Material Number (SMN): 10381307 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 EBV-EBNA IgG L2KEB 

 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  EBV-VCA IgG L2KVG   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 EBV-VCA IgG 

 Catalogue Number (REF): L2KVG2 

 

 

 Siemens Material Number (SMN): 10381330 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000  EBV-VCA IgG L2KVG 

 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 Estradiol L2KE2   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 Estradiol  

 Catalogue Number (REF): L2KE22 

L2KE26 

 

 Siemens Material Number (SMN): 10381178 

  10381177 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Estradiol L2KE2 

 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] 

 

 

szymma15
Typewritten Text
2019-01-30



________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

 
 

EU Declaration of Conformity 

 

  
Document No. EC DEC_IMM 2000 Ferritin L2KFE   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 Ferritin  

 Catalogue Number (REF): L2KFE2 

L2KFE6 

 

 Siemens Material Number (SMN): 10380908 

  10380906 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Ferritin L2KFE 

 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 Folic Acid L2KFO   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 Folic Acid 

 Catalogue Number (REF): L2KFO2 

L2KFO6 

 

 Siemens Material Number (SMN): 10380911 

  10380912 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Folic Acid L2KFO 

 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 Free Beta HCG   Ver. 04 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 Free Beta HCG      

 Catalogue Number (REF): L2KFB2 

 Siemens Material Number (SMN): 10381175 

        

 

 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 Beta HCG 

 Version: 04 

 

       

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:   
       

Kevin Owen 
Head of Quality Management 
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_IMM 2000 FSH L2KFS   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 FSH 

 Catalogue Number (REF): L2KFS2 

L2KFS6 

 

 Siemens Material Number (SMN): 10381201 

  10381180 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 FSH L2KFS 

 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 GI-MA L2KGI   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 GI-MA 

 Catalogue Number (REF): L2KGI2 

 

 

 Siemens Material Number (SMN): 10380988 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 GI-MA L2KGI 

 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 Growth Hormone (hGH) L2KGRH   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 Growth Hormone (hGH) 

 Catalogue Number (REF): L2KGRH2 

 

 

 Siemens Material Number (SMN): 10381451 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Growth Hormone (hGH) L2KGRH 

 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 HCG   Ver. 04 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 HCG 

 Catalogue Number (REF): L2KCG2, L2KCG6 

 Siemens Material Number (SMN): 10381206, 10381194 

        

 

 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 HCG 

 Version: 04 

 

       

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 H. pylori IgG L2KHPG   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 H. pylori IgG 

 Catalogue Number (REF): L2KHPG2 

L2KHPG6 

 

 Siemens Material Number (SMN): 10381336 

  10381335 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 H. pylori IgG L2KHPG 

 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 Herpes I & II IgG L2KHVG   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 Herpes I & II IgG 

 Catalogue Number (REF): L2KHVG6 

 

 

 Siemens Material Number (SMN): 10381333 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Herpes I & II IgG L2KHVG 

 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 Homocysteine L2KHO   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 Homocysteine 

 Catalogue Number (REF): L2KHO2 

 

 Siemens Material Number (SMN): 10381040 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Homocysteine L2KHO 

 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 Insulin L2KIN   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 Insulin  

 Catalogue Number (REF): L2KIN2 

L2KIN6 

 

 Siemens Material Number (SMN): 10381455 

  10381456 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Insulin L2KIN 

 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 Intact PTH L2KPP   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 Intact PTH 

 Catalogue Number (REF): L2KPP2 

L2KPP6 

 

 Siemens Material Number (SMN): 10381441 

  10381442 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Intact PTH L2KPP 

 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 LH L2KLH   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 LH 

 Catalogue Number (REF): L2KLH2 

L2KLH6 

 

 Siemens Material Number (SMN): 10381211 

  10381212 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 LH L2KLH 

 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 OM-MA L2KOP   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 OM-MA 

 Catalogue Number (REF): L2KOP2 

 

 Siemens Material Number (SMN): 10380972 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 OM-MA L2KOP 

 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 Osteocalcin L2KON   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 Osteocalcin 

 Catalogue Number (REF): L2KON2 

 

 Siemens Material Number (SMN): 10381477 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Osteocalcin L2KON 

 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 PAPP-A   Ver. 04 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 PAPP-A 

 Catalogue Number (REF): L2KPC2 

 Siemens Material Number (SMN): 10381213 

        

 

 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 PAPP-A 

 Version: 04 

 

       

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 Progesterone  L2KPW   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 Progesterone 

 Catalogue Number (REF): L2KPW2 

L2KPW6 

 

 Siemens Material Number (SMN): 10381181 

  10381170 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Progesterone  L2KPW 

 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 Prolactin L2KPR   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 Prolactin 

 Catalogue Number (REF): L2KPR2 

L2KPR6 

 

 Siemens Material Number (SMN): 10381200 

  10381199 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Prolactin L2KPR 

 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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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 Pyrilinks-D L2KPD   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 Pyrilinks-D 

 Catalogue Number (REF): L2KPD2 

 

 Siemens Material Number (SMN): 10381461 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Pyrilinks-D L2KPD 

 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 Thyroglobulin L2KTY   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 Thyroglobulin 

 Catalogue Number (REF): L2KTY2 

 

 

 Siemens Material Number (SMN): 10381648 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Thyroglobulin L2KTY 

 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 Total IgE L2KIE   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 Total IgE 

 Catalogue Number (REF): L2KIE2 

L2KIE6 

 

 Siemens Material Number (SMN): 10380873 

  10380872 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Total IgE L2KIE 

 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 Total T3 L2KT3   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 Total T3 

 Catalogue Number (REF): L2KT32 

L2KT36 

 Siemens Material Number (SMN): 10381654 

  10381657 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Total T3 L2KT3 

 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 Total T4 L2KT4   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 Total T4 

 Catalogue Number (REF): L2KT42 

L2KT46 

 Siemens Material Number (SMN): 10381685 

  10381664 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Total T4 L2KT4 

 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 Total Testosterone L2KTW   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 Total Testosterone 

 Catalogue Number (REF): L2KTW2 

L2KTW6 

 

 Siemens Material Number (SMN): 10381190 

  10381191 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 Total Testosterone L2KTW 

 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 
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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 Toxoplasma IgM (µ-Capture) 

 Catalogue Number (REF): L2KTZ2 

 Siemens Material Number (SMN): 10381298 

        

 

 Classification: ANNEX II, List B 

 Conformity Assessment Route: ANNEX IV      

 Notified Body: Lloyd's Register Quality Assurance Ltd. 

1 Trinity Park, Bickenhill Lane 

Solihull, B37 7ES, UK 
Identification No. 0088 

 

 Document Identifier: EC DEC_IMM 2000 Toxoplasma IgM (µ-Capture) L2KTZ 

 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 Toxoplasma Quantitative IgG L2KTXP   Ver. 02 Page 1 of 1 

 

 

 
0088 

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 Toxoplasma Quantitative IgG 

 Catalogue Number (REF): L2KTXP2 

 Siemens Material Number (SMN): 10381323 

        

 

 Classification: ANNEX II, List B 

 Conformity Assessment Route: ANNEX IV      

 Notified Body: Lloyd's Register Quality Assurance Ltd. 

1 Trinity Park, Bickenhill Lane 

Solihull, B37 7ES, UK 
Identification No. 0088 

 

 Document Identifier: EC DEC_IMM 2000 Toxoplasma Quantitative IgG L2KTXP 

 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 ThIrd Generation TSH L2KTS   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 ThIrd Generation TSH 

 Catalogue Number (REF): L2KTS2 

L2KTS6 

 

 Siemens Material Number (SMN): 10381665 

  10381667 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 ThIrd Generation TSH L2KTS 

 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 
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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 Unconjugated Estriol 

 Catalogue Number (REF): L2KUE32, L2KUE36 

 Siemens Material Number (SMN): 10381192, 10381171 

        

 

 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 Unconjugated Estriol 

 Version: 04 

 

       

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  Vitamin B12 L2KVB   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 Vitamin B12 

 Catalogue Number (REF): L2KVB2 

L2KVB6 

 

 Siemens Material Number (SMN): 10380914 

  10380913 

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000  Vitamin B12 L2KVB 

 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] 

 

 

szymma15
Typewritten Text
2019-02-04









________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

 
 

EU Declaration of Conformity 

 

  
Document No.  DoC_IMMULITE 2000_RxnTubes    Ver. 5.0 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 Inc. 
62 Flanders-Bartley Road 
Flanders, NJ, 07836, USA 

 Place of Manufacture: 
 

CARCLO TECHNICAL PLASTICS 
Grant Road 
Tucson, AZ 85705, USA 

TN Michigan 
1390 Industrial Park Dr., 
Sault Ste. Marie, Ml 49783, USA 
 

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

 

 Product Name: IMMULITE 2000 Systems Reaction Tubes 

 Catalogue Number (REF): LRXT 

 Siemens Material Number (SMN): 10385206 

   

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier:  DoC_IMMULITE 2000_RxnTubes  

 Version: 5.0 

 

       

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

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

 

 Signature:   
       

Ernest Joseph 
Director Regulatory Affiars 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, NY 10591 

 Date 
[YYYY-MM-DD] 
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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] 

 

 

szymma15
Typewritten Text
2019-02-13



________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

 
 

EU Declaration of Conformity 
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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  AlaTOP 

 Catalogue Number (REF): L2KAT2 

 Siemens Material Number (SMN): 10380878 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 AlaTOP L2KAT 

 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 
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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 EBV-VCA IgM 

 Catalogue Number (REF): L2KEM2 

 

 Siemens Material Number (SMN): 10488005 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM 2000 EBV-VCA IgM L2KEM 

 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] 

 

 

szymma15
Typewritten Text
2019-01-30





________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

________

 
 

EU Declaration of Conformity 
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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 D-Dimer Control Module 

 Catalogue Number (REF): LDDCM 

 Siemens Material Number (SMN): 10385330 

        

 

 Classification: General IVD 

 Conformity Assessment Route: ANNEX III      

             

 

 Document Identifier: EC DEC_IMM D-Dimer Control Module LDDCM 

 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. DoC_Animal Allergens   Ver. 3.0 Page 1 of 3

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 Names: See List of Products

Classification: General IVD

Conformity Assessment Route: ANNEX III

Document Identifier: DoC_Animal Allergens

Version: 3.0

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. DoC_Animal Allergens   Ver. 3.0 Page 2 of 3

List of Products

Product Name Catalogue
Number
(REF)

Siemens
Material
Number
(SMN)

Immulite 2000 Cat Dander - Epithelium Specific Allergen E1L4 10385642
Immulite 2000 Canary feather Specific Allergen E201L2 10385643
Immulite 2000 Gerbil Epithelium Specific Allergen E209L2 10385644
Immulite 2000 Pigeon Feather Specific Allergen E215L2 10385645
Immulite 2000 Chicken Serum Proteins Specific Allergen E219L2 10385646
Immulite 2000 Cat Serum Albumin Specific Allergen E220L2 10370455
Immulite 2000 Dog Serum Albumin Specific Allergen E221L2 10370456
Immulite 2000 Porcine Serum Albumin Specific Allergen E222L2 10360580
Immulite 2000 Dog Epithelium Specific Allergen E2L4 10385648
Immulite 2000 Horse Dander Specific Allergens E3L4 10385650
Immulite 2000 Cow Dander Specific Allergen E4L2 10385651
Immulite 2000 Dog Dander Specific Allergen E5L4 10385653
Immulite 2000 Guniea Pig Epithelium Specific Allergen E6L2 10385654
Immulite 2000 Goose Feathers Specific Allergen E70L2 10385655
Immulite 2000 Mouse Epithelium Specific Allergen E71L2 10385656
Immulite 2000 Mouse Urine Specific Allergen E72L2 10385657
Immulite 2000 Rat Epithelium Specific Allergen E73L2 10385658
Immulite 2000 Rat Urine Specific Allergen E74L2 10385659
Immulite 2000 Rat Serum Proteins Specific Allergen E75L2 10385660
Immulite 2000 Mouse Serum Proteins Specific Allergens E76L2 10385661
Immulite 2000 Budgerigar Feathers  Specific Allergen E78L2 10385662
Immulite 2000 Pigeon Droppings Specific Allergen E7L2 10385663
Immulite 2000 Goat Epithelium Specific Allergen E80L2 10385664
Immulite 2000 Sheep Epithelium Specific Allergen E81L2 10385665
Immulite 2000 Rabbit Epithelium Specific Allergen E82L4 10385667
Immulite 2000 Swine Epithelium Specific Allergen E83L2 10385668
Immulite 2000 Hamster EpitheliumSpecific Allergen E84L2 10385669
Immulite 2000 Chicken Feathers Specific Allergen E85L2 10385670
Immulite 2000 Duck Feathers Specific Allergen E86L2 10385671
Immulite 2000 Rat Specific Allergen E87L2 10385672
Immulite 2000 Mouse  Specific Allergen E88L2 10385673
Immulite 2000 Turkey Feathers Specific Allergen E89L2 10385674
Immulite 2000 Parrot Feathers Specific Allergen E91L2 10385675
Immulite 2000 Animal Panel 1 Specific Allergen EP1L4 10385677
Immulite 2000 Animal Panel 2  Apecific Allergen EP2L4 10368598
Immulite 2000 Animal Panel 70 Specific Allergen EP70L4 10385679
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EU Declaration of Conformity

Document No. DoC_Animal Allergens   Ver. 3.0 Page 3 of 3

Product Name Catalogue
Number
(REF)

Siemens
Material
Number
(SMN)

Immulite 2000 Animal Panel 71 Specific Allergen EP71L4 10385681
Immulite 2000 Animal Panel 72 Specific Allergen EP72L4 10385683
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EC Declaration of Conformity

Document No. DoC_Animal Allergens   Ver. 3.0 Restricted Revision History Page 1 of 1

THIS SECTION IS NOT TO BE DISTRIBUTED EXTERNALLY
WITH THE DECLARATION OF CONFORMITY

(RESTRICTED – FOR DOCUMENTATION PURPOSES)

Revision History

Version
Number

Date of Version
[YYYY-MM-DD]

Author of
Version

Description of Changes

3.0 2019-01-28 Ian Williams EU Rep address
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