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Document No. DoC_Atellica CH Gent   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Gentamicin  


 Catalogue Number (REF): 11097516  


 Siemens Material Number (SMN): 11097516  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Gent 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Glucose Hexokinase_3   


 Catalogue Number (REF): 11097592  


 Siemens Material Number (SMN): 11097592  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH GluH_3 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Glucose Oxidase   


 Catalogue Number (REF): 11097621  


 Siemens Material Number (SMN): 11097621  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH GluO 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 
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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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH HDL/LDL Cholesterol Calibrator 


 Catalogue Number (REF): 11099402 


 Siemens Material Number (SMN): 11099402 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH HDL/LDL CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Inorganic Phosphorus   


 Catalogue Number (REF): 11097611  


 Siemens Material Number (SMN): 11097611  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH IP 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Immunoglobulin A_2   


 Catalogue Number (REF): 11097619  


 Siemens Material Number (SMN): 11097619  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH IgA_2 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Immunoglobulin G_2   


 Catalogue Number (REF): 11097616  


 Siemens Material Number (SMN): 11097616  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH IgG_2 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Immunoglobulin M_2   


 Catalogue Number (REF): 11097620  


 Siemens Material Number (SMN): 11097620  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH IgM_2 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Iron_2  


 Catalogue Number (REF): 11097601   


 Siemens Material Number (SMN): 11097601  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Iron 2 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Lactate Dehydrogenase L-P  


 Catalogue Number (REF): 11097594  


 Siemens Material Number (SMN): 11097594  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH LDLP 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Liquid Specific Protein Calibrators  


 Catalogue Number (REF): 11099434 


 Siemens Material Number (SMN): 11099434 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH LSP CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Lactate  


 Catalogue Number (REF): 11097614  


 Siemens Material Number (SMN): 11097614  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Lac 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Lamp Coolant  


 Catalogue Number (REF): 11099307 


 Siemens Material Number (SMN): 11099307 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Lamp Coolant 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Lithium  


 Catalogue Number (REF): 11097535  


 Siemens Material Number (SMN): 11097535  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Li 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 


 


 





				2017-04-29T01:34:36-0400

		Seeger Mary












________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________


 
 


EU Declaration of Conformity 
 


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Lipase  


 Catalogue Number (REF): 11097606  


 Siemens Material Number (SMN): 11097606  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Lip 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 
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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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Lipoprotein(a) Calibrator  


 Catalogue Number (REF): 11099433 


 Siemens Material Number (SMN): 11099433 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Lp(a) CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Lipoprotein(a)  


 Catalogue Number (REF): 11097627  


 Siemens Material Number (SMN): 11097627  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Lp(a) 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
Microgenics Corporation  


46500 Kato Road  


Fremont, CA, 94538, USA  


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Multi-Drug Urine Controls  


 Catalogue Number (REF): 11099406 


 Siemens Material Number (SMN): 11099406 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH MULTIDRUG QC 


 Version: 2.0 


 


       


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:   
       


Mary Seeger 
Director,  Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Methadone 


 Catalogue Number (REF): 11097520  


 Siemens Material Number (SMN): 11097520  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Mdn 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
Microgenics Corporation  


46500 Kato Road  


Fremont, CA, 94538, USA  


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Methadone Metabolite 1000 ng/mL Urine Calibrator  


 Catalogue Number (REF): 11099437  


 Siemens Material Number (SMN): 11099437 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH MetMtb CAL 


 Version: 2.0 


 


       


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:   
       


Mary Seeger 
Director,  Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Methadone Metabolite (EDDP)  


 Catalogue Number (REF): 11097527  


 Siemens Material Number (SMN): 11097527  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH MetMtb 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Magnesium  


 Catalogue Number (REF): 11097612  


 Siemens Material Number (SMN): 11097612  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Mg 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 
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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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Opiates  


 Catalogue Number (REF): 11097502   


 Siemens Material Number (SMN): 11097502   


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Op 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Pancreatic Amylase  


 Catalogue Number (REF): 11097622  


 Siemens Material Number (SMN): 11097622  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH PAmy 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Phencyclidine  


 Catalogue Number (REF): 11097509 


 Siemens Material Number (SMN): 11097509 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Pcp 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Phenobarbital  


 Catalogue Number (REF): 11097514  


 Siemens Material Number (SMN): 11097514  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Phnb 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Phenytoin  


 Catalogue Number (REF): 11097510  


 Siemens Material Number (SMN): 11097510  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Phny 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Propoxyphene   


 Catalogue Number (REF): 11097519  


 Siemens Material Number (SMN): 11097519  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Ppx 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 


  
Document No. DoC_Atellica CH PreAlb   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Prealbumin  


 Catalogue Number (REF): 11097617  


 Siemens Material Number (SMN): 11097617  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH PreAlb 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 


  
Document No. DoC_Atellica CH RF   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Rheumatoid Factor  


 Catalogue Number (REF): 11097618  


 Siemens Material Number (SMN): 11097618  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH RF 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
Nypro, Inc. 


101 Union Street 


Clinton, Massachusetts, 01510, USA 


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Reaction Ring Segment  


 Catalogue Number (REF): 11099326  


 Siemens Material Number (SMN): 11099326  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Reaction Ring Segment 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director,  Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 
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		Seeger Mary
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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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Reagent Probe Cleaner 1  


 Catalogue Number (REF): 11099312 


 Siemens Material Number (SMN): 11099312 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Reagent Probe Cleaner 1 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 


  
Document No. DoC_Atellica CH Reagent Probe Cleaner 2   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Reagent Probe Cleaner 2  


 Catalogue Number (REF): 11099313 


 Siemens Material Number (SMN): 11099313 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Reagent Probe Cleaner 2 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 


  
Document No. DoC_Atellica CH Reagent Probe Cleaner 4   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Reagent Probe Cleaner 4  


 Catalogue Number (REF): 11099309 


 Siemens Material Number (SMN): 11099309 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Reagent Probe Cleaner 4 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


  
Document No. DoC_Atellica CH SPCL CHEM CAL   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Special Chemistry Calibrator  


 Catalogue Number (REF): 11099438 


 Siemens Material Number (SMN): 11099438 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH SPCL CHEM CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Salicylate  


 Catalogue Number (REF): 11097523  


 Siemens Material Number (SMN): 11097523  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Sal 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Total Bilirubin_2  


 Catalogue Number (REF): 11097531  


 Siemens Material Number (SMN): 11097531  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH TBil_2 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 


 


 





				2017-09-06T15:28:59-0400
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EU Declaration of Conformity 
 


  
Document No. DoC_Atellica CH TDM CAL   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH TDM Calibrators  


 Catalogue Number (REF): 11099439 


 Siemens Material Number (SMN): 11099439 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH TDM CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 


  
Document No. DoC_Atellica CH TIBC   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Total Iron Binding Capacity  


 Catalogue Number (REF): 11097525 


 Siemens Material Number (SMN): 11097525 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH TIBC 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 


  
Document No. DoC_Atellica CH TOX CAL   Ver. 2.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
Microgenics Corporation   


46500 Kato Road  


Fremont, CA, 94538, USA  


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Toxicology Calibrator  


 Catalogue Number (REF): 11099440 


 Siemens Material Number (SMN): 11099440 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH TOX CAL 


 Version: 2.0 


 


       


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:   
       


Mary Seeger 
Director,  Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Total Protein II   


 Catalogue Number (REF): 11097604  


 Siemens Material Number (SMN): 11097604  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH TP 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 


 


 


  
Document No. DoC_Atellica CH TP   Ver. 1.0 Page 1 of 1 
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EU Declaration of Conformity 


 


  
Document No. DoC_Atellica CH Thc   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Cannabinoids THC  


 Catalogue Number (REF): 11097503  


 Siemens Material Number (SMN): 11097503  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Thc 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 


  
Document No. DoC_Atellica CH Theo   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Theophylline  


 Catalogue Number (REF): 11097513  


 Siemens Material Number (SMN): 11097513  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Theo 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Tobramycin  


 Catalogue Number (REF): 11097517  


 Siemens Material Number (SMN): 11097517  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Tob 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 


  
Document No. DoC_Atellica CH Trf   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Transferrin   


 Catalogue Number (REF): 11097613  


 Siemens Material Number (SMN): 11097613  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Trf 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Triglycerides (concentrated)  


 Catalogue Number (REF): 11097591  


 Siemens Material Number (SMN): 11097591  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Trig 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Uric Acid  


 Catalogue Number (REF): 11097608  


 Siemens Material Number (SMN): 11097608  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH UA 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Urea Nitrogen  


 Catalogue Number (REF): 11097593  


 Siemens Material Number (SMN): 11097593  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH UN c  


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Urine Total Protein Calibrator 


 Catalogue Number (REF): 11099441 


 Siemens Material Number (SMN): 11099441 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH UPro CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 


  
Document No. DoC_Atellica CH UPro   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Total Protein_2  


 Catalogue Number (REF): 11097524 


 Siemens Material Number (SMN): 11097524 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH UPro 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Valproic Acid  


 Catalogue Number (REF): 11097512  


 Siemens Material Number (SMN): 11097512  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH VPA 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Vancomycin  


 Catalogue Number (REF): 11097511  


 Siemens Material Number (SMN): 11097511  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Vanc  


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Wash 


 Catalogue Number (REF): 11099301 


 Siemens Material Number (SMN): 11099301 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Wash 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Water Bath Additive  


 Catalogue Number (REF): 11099308 


 Siemens Material Number (SMN): 11099308 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Water Bath Additive 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Ecstasy  


 Catalogue Number (REF): 11097518  


 Siemens Material Number (SMN): 11097518  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Xtc  


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH High Sensitivity C-Reactive Protein Calibrator  


 Catalogue Number (REF): 11099412 


 Siemens Material Number (SMN): 11099412 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH hsCRP CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH High Sensitivity C-Reactive Protein   


 Catalogue Number (REF): 11097633  


 Siemens Material Number (SMN): 11097633  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH hsCRP 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


  
Document No. DoC_Atellica CH CHEM CAL   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


ThermoFisher Scientific 
8365 Valley Pike 
Middletown, VA, 22645-0307, USA      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Chemistry Calibrator   


 Catalogue Number (REF): 11099411  


 Siemens Material Number (SMN): 11099411  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH CHEM CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director,  Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH CHEM III Calibrator  


 Catalogue Number (REF): 11099335 


 Siemens Material Number (SMN): 11099335 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH CHEM III CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


  
Document No. DoC_Atellica CH CO2 CAL   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


ThermoFisher Scientific 
8365 Valley Pike 
Middletown, VA, 22645-0307, USA      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH CO2 Calibrator/Diluent  


 Catalogue Number (REF): 11099401 


 Siemens Material Number (SMN): 11099401 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH CO2 CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Carbon Dioxide, Concentrated   


 Catalogue Number (REF): 11097521  


 Siemens Material Number (SMN): 11097521  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH CO2_c 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 
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		Seeger Mary
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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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH C-Reactive Protein_2 Calibrators  


 Catalogue Number (REF): 11099430 


 Siemens Material Number (SMN): 11099430 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH CRP_2 CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name:  Atellica CH C-Reactive Protein_2    


 Catalogue Number (REF): 11097631  


 Siemens Material Number (SMN): 11097631  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH CRP_2 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Calcium   


 Catalogue Number (REF): 11097595  


 Siemens Material Number (SMN): 11097595  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Ca 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Carbamazepine   


 Catalogue Number (REF): 11097515  


 Siemens Material Number (SMN): 11097515  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Carb 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 


 


 





				2017-04-26T18:05:46-0400

		Seeger Mary
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EU Declaration of Conformity 
 


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Cholinesterase   


 Catalogue Number (REF): 11097615  


 Siemens Material Number (SMN): 11097615  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Che 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atlellica CH Check Reagent  


 Catalogue Number (REF): 11099311 


 Siemens Material Number (SMN): 11099311 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Check Reagent 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Cholesterol_2   


 Catalogue Number (REF): 11097609  


 Siemens Material Number (SMN): 11097609  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Chol_2 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 


  
Document No. DoC_Atellica CH Cleaner   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Cleaner 


 Catalogue Number (REF): 11099303 


 Siemens Material Number (SMN): 11099303 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Cleaner 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 
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		Seeger Mary
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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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Cocaine Metabolite   


 Catalogue Number (REF): 11097504  


 Siemens Material Number (SMN): 11097504  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Coc  


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 


 


 





				2017-04-26T18:13:38-0400

		Seeger Mary
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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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Conditioner 


 Catalogue Number (REF): 11099302 


 Siemens Material Number (SMN): 11099302 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Conditioner 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Creatinine_2       


 Catalogue Number (REF): 11097596  


 Siemens Material Number (SMN): 11097596  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Crea_2 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Direct HDL Cholesterol   


 Catalogue Number (REF): 11097630  


 Siemens Material Number (SMN): 11097630  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH D-HDL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Direct Bilirubin 2   


 Catalogue Number (REF): 11097532  


 Siemens Material Number (SMN): 11097532  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH DBil_2 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 


  
Document No. DoC_Atellica CH DGN   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Digoxin  


 Catalogue Number (REF): 11097526 


 Siemens Material Number (SMN): 11097526 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH DGN 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 


 


 





				2017-09-06T15:14:47-0400

		Seeger Mary
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EU Declaration of Conformity 
 


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH LDL Cholesterol Direct 


 Catalogue Number (REF): 11097632  


 Siemens Material Number (SMN): 11097632  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH DLDL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH DRUG CAL  


 Catalogue Number (REF): 11099336 


 Siemens Material Number (SMN): 11099336 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH DRUG CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
Microgenics Corporation 


46500 Kato Road 


Freemont, CA 94538, USA 


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH DRUG CAL II  


 Catalogue Number (REF): 11099405 


 Siemens Material Number (SMN): 11099405 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH DRUG II CAL 


 Version: 2.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Diluent  


 Catalogue Number (REF): 11099300  


 Siemens Material Number (SMN): 11099300  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Diluent  


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
Nypro, Inc.  


101 Union Street  


Clinton, Massachusetts, 01510, USA  


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Dilution Ring Segment 


 Catalogue Number (REF): 11099327  


 Siemens Material Number (SMN): 11099327  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Dilution Ring Segment  


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 
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		Seeger Mary












________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


 
 


EU Declaration of Conformity 


 


  
Document No. DoC_Atellica CH ECre_2   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Enzymatic Creatinine_2  


 Catalogue Number (REF): 11097533  


 Siemens Material Number (SMN): 11097533  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH ECre_2 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 
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		Seeger Mary












________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________


 
 


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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH EMPTY 


 Catalogue Number (REF): 11097534 


 Siemens Material Number (SMN): 11097534 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH EMPTY 


 Version: 2.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH ENZ 1 Calibrator  


 Catalogue Number (REF): 11099317 


 Siemens Material Number (SMN): 11099317 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH ENZ 1 CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH ENZ 2 Calibrator  


 Catalogue Number (REF): 11099318 


 Siemens Material Number (SMN): 11099318 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH ENZ 2 CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 


 


 





				2017-04-17T12:25:57-0400

		Seeger Mary












________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________
________


 
 


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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH ENZ 3 Calibrator  


 Catalogue Number (REF): 11099319 


 Siemens Material Number (SMN): 11099319 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH ENZ 3 CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Ethyl Alcohol   


 Catalogue Number (REF): 11097501  


 Siemens Material Number (SMN): 11097501  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH ETOH 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Fructosamine Calibrator  


 Catalogue Number (REF): 11099432 


 Siemens Material Number (SMN): 11099432 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Fruc CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Gamma-Glutamyl Transferase   


 Catalogue Number (REF): 11097597  


 Siemens Material Number (SMN): 11097597  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH GGT 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 


 


 


  
Document No. DoC_Atellica CH GGT   Ver. 1.0 Page 1 of 1 
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EU Declaration of Conformity 


 


  
Document No. DoC_Atellica CH A-LYTE IMT Diluent   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH A-LYTE IMT Diluent  


 Catalogue Number (REF): 11099305 


 Siemens Material Number (SMN): 11099305 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH A-LYTE IMT Diluent 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 


  
Document No. DoC_Atellica CH A-LYTE IMT Dilution Check   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
ThermoFisher Scientific 
8365 Valley Pike 
Middletown, VA, 22645-0307, USA      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH A-LYTE IMT Dilution Check 


 Catalogue Number (REF): 11099325 


 Siemens Material Number (SMN): 11099325 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH A-LYTE IMT Dilution Check 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 
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		Seeger Mary
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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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH A-LYTE™ IMT Standard A  


 Catalogue Number (REF): 11099304 


 Siemens Material Number (SMN): 11099304 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH IMT Standard A 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 


  
Document No. DoC_Atellica CH A-LYTE IMT Standard B + Salt Bridge   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH IMT Standard B + Salt Bridge 


 Catalogue Number (REF): 11099306 


 Siemens Material Number (SMN): 11099306 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH A-LYTE IMT Standard B + Salt Bridge 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 


  
Document No. DoC_Atellica CH A-LYTE Integrated Multisensor   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH A-LYTE Integrated Multisensor  


 Catalogue Number (REF): 11099315 


 Siemens Material Number (SMN): 11099315 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH A-LYTE Integrated Multisensor 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 


 


 





				2017-09-06T15:39:09-0400

		Seeger Mary
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EU Declaration of Conformity 


 


  
Document No. DoC_Atellica CH A1c_3 CAL   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH A1c_3 Calibrator  


 Catalogue Number (REF): 11099328 


 Siemens Material Number (SMN): 11099328 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH A1c_3 CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 
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		Seeger Mary












________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


________


 
 


EU Declaration of Conformity 


 


  
Document No. DoC_Atellica CH A1c_3   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Hemoglobin A1c_3 


 Catalogue Number (REF): 11097500 


 Siemens Material Number (SMN): 11097500 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH A1c_3 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Alpha-1-acid Glycoprotein  


 Catalogue Number (REF): 11097629 


 Siemens Material Number (SMN): 11097629 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH AAG 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 


 


 


  
Document No. DoC_Atellica CH AAG   Ver. 1.0 Page 1 of 1 
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EU Declaration of Conformity 


 


  
Document No. DoC_Atellica CH AAT   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Alpha-1-antitrypsin  


 Catalogue Number (REF): 11097628 


 Siemens Material Number (SMN): 11097628 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH AAT 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


  
Document No. DoC_Atellica CH μALB_2 CAL   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Microalbumin_2 Calibrator  


 Catalogue Number (REF): 11099435 


 Siemens Material Number (SMN): 11099435 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH μALB_2 CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Microalbumin_2  


 Catalogue Number (REF): 11097610 


 Siemens Material Number (SMN): 11097610 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH μALB_2 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 


 


 


  
Document No. DoC_Atellica CH μALB_2   Ver. 1.0 Page 1 of 1 
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EU Declaration of Conformity 
 


  
Document No. DoC_Atellica CH ALP_2 CAL   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Alkaline Phosphatase_2 Calibrator 


 Catalogue Number (REF): 11099316 


 Siemens Material Number (SMN): 11099316 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH ALP_2 CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Alkaline Phosphatase, Concentrated  


 Catalogue Number (REF): 11097600 


 Siemens Material Number (SMN): 11097600 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH ALP_ 2c 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Alanine Aminotransferase  


 Catalogue Number (REF): 11097605 


 Siemens Material Number (SMN): 11097605 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH ALT 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Apolipoprotein A-1 & B Calibrator  


 Catalogue Number (REF): 11099329 


 Siemens Material Number (SMN): 11099329 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH APO A1 & B CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Apolipoprotein A-1  


 Catalogue Number (REF): 11097625 


 Siemens Material Number (SMN): 11097625 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH APO A1 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Apolipoprotein B  


 Catalogue Number (REF): 11097626 


 Siemens Material Number (SMN): 11097626 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH APO B 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Anti-Streptolysin-O_2  


 Catalogue Number (REF): 11097634 


 Siemens Material Number (SMN): 11097634 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH ASO 2 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name:  Atellica CH Aspartate Aminotransferase  


 Catalogue Number (REF): 11097607  


 Siemens Material Number (SMN): 11097607  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH AST 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Acetaminophen 


 Catalogue Number (REF): 11097522 


 Siemens Material Number (SMN): 11097522 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Acet 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Albumin BCP Calibrator 


 Catalogue Number (REF): 11099310 


 Siemens Material Number (SMN): 11099310 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH AlbP CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


  
Document No. DoC_Atellica CH AlbP   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Albumin BCP  


 Catalogue Number (REF): 11097530 


 Siemens Material Number (SMN): 11097530 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH AlbP 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Albumin  


 Catalogue Number (REF): 11097590 


 Siemens Material Number (SMN): 11097590 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Alb 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Ammonia  


 Catalogue Number (REF): 11097529 


 Siemens Material Number (SMN): 11097529 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Amm 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 


  
Document No. DoC_Atellica CH Amp   Ver. 1.0 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. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Amphetamines  


 Catalogue Number (REF): 11097506 


 Siemens Material Number (SMN): 11097506 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Amp 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 


 
Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Amylase  


 Catalogue Number (REF): 11097603 


 Siemens Material Number (SMN): 11097603 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Amylas 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH β2-Microglobulin Calibrator  


 Catalogue Number (REF): 11099442 


 Siemens Material Number (SMN): 11099442 


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH B2M CAL 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH β2-Microglobulin        


 Catalogue Number (REF): 11097635  


 Siemens Material Number (SMN): 11097635  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH B2M 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Benzodiazepines        


 Catalogue Number (REF): 11097505  


 Siemens Material Number (SMN): 11097505  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Bnz  


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 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 Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 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 Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 


 


 


 


 Product Name: Atellica CH Barbiturates       


 Catalogue Number (REF): 11097507  


 Siemens Material Number (SMN): 11097507  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH Brb   


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Complement C3   


 Catalogue Number (REF): 11097624  


 Siemens Material Number (SMN): 11097624  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH C3 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


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


 
 


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


 


 Legal Manufacturer: 
 


Siemens Healthcare Diagnostics Inc. 
511 Benedict Avenue 
Tarrytown, NY, 10591, USA 


 Place of Manufacture: 
 


Randox Laboratories Ltd. 
55 Diamond Road 
Crumlin, Co. Antrim, BT29 4QY, UK      


 EU Authorized Representative: Siemens Healthcare Diagnostics Ltd. 
Sir William Siemens Square 
Frimley, Camberley, GU16 8QD, UK 


 


 
 
 
 


 Product Name: Atellica CH Complement C4   


 Catalogue Number (REF): 11097623  


 Siemens Material Number (SMN): 11097623  


 Legacy Product Code: N/A 


 


 Classification: General IVD 


 Conformity Assessment Route: ANNEX III      


             


 


 Document Identifier: DoC_Atellica CH C4 


 Version: 1.0 


 


       


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:   
       


Mary Seeger 
Director, Regulatory Affairs 
Siemens Healthcare Diagnostics Inc. 
Tarrytown, New York, USA 


 Date 
[YYYY-MM-DD] 
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