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Roche Diagnostics GmbH; Sandhofer Straße 116; D‑68305 Mannheim; Telefon +49‑621‑759‑0; Telefax +49‑621‑759‑2890 

Sitz der Gesellschaft: Mannheim - Registergericht: AG Mannheim HRB 3962 - Geschäftsführung: Dr. Claudia Fleischer; Dr. Virginia Bastian 
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker  

 

EU Declaration of Conformity 
as per Annex IV of the Regulation EU 2017/746 on in-vitro diagnostic medical devices 

 

 

Manufacturer: Roche Diagnostics GmbH 

Address: Sandhofer Strasse 116 

68305 Mannheim 

Germany 

  

Single Registration Number: DE-MF-000006260 

  

  
Roche Diagnostics GmbH declares, under the sole responsibility, that the product/the product line  

 

Product Name: cobas
®
 pro integrated solutions 

 

Intended Use: 

cobas pro integrated solutions is an automated analyzer, intended for running qualitative, semi-quantitative and 

quantitative clinical chemistry and immunochemistry assays as well as ion selective measurements. 

 

List of components:  

 

Product Name  Cat. No.  Basic UDI-DI 

cobas pro SSU 09205632001 761333602893BU 

 

Intended Use: 

A configurable device that allows loading and unloading of racks with sample containers and delivers them to the 

transportation line. 

 

Product Name  Cat. No.  Basic UDI-DI 

cobas pro SB 09205675001 761333602894BW 

cobas pro SBL c 503 09205691001 761333602895BY 

cobas pro SBL e 801 09211888001 761333602896C2 

cobas pro SBL c 703 09796754001 761333602785BQ 

 

Intended Use: 

A configurable device that buffers and transports racks with sample containers into the analytical units of cobas pro 

integrated solutions, for in-vitro determinations. 
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Product Name  Cat. No.  Basic UDI-DI 

cobas pro transport line 09205683001 761333602897C4 

 

Intended Use: 

A configurable device that transports racks with sample containers among the sample supply unit and analytical units of 

cobas pro integrated solutions. 

 

Product Name  Cat. No.  Basic UDI-DI 

cobas pro Transport Belt (2 AU, 2 ISE) 09205713001 

761333602907BE cobas pro Transport Belt (3 AU, 2 ISE) 09205721001 

cobas pro Transport Belt (4 AU, 2 ISE) 09205730001 

 

Intended Use: 

A configurable device used together with the cobas pro transport line that transports racks with sample containers among the 

sample supply unit and analytical units of cobas pro integrated solutions. 

 

Product Name  Cat. No. Basic UDI-DI 

cobas pro A-Gate Upgrade Kit 09813799001 761333602902B4 

 

Intended Use: 

An optional accessory that is used for the connection of cobas pro sample supply unit to a unidirectional pre-

analytical system. 

 

Product Name  Cat. No. Basic UDI-DI 

cobas pro B-Gate Upgrade Kit 09205756001 761333602898C6 

cobas pro B-Gate update kit 08763640001 761333602899C8 

 

Intended Use: 

An optional accessory that is used for the connection of cobas pro sample supply unit to a bidirectional pre-

analytical system. 

 

Product Name  Cat. No.  Basic UDI-DI 

cobas pro liquid waste container 08763704001 761333602900AY 

 

Intended Use: 

An optional accessory that is used to collect concentrated liquid waste material of the analytical units of cobas pro 

integrated solutions. 
 

Product Name  Cat. No.  Basic UDI-DI 

cobas pro ISE analytical unit 08464537001 761333602892BS 

cobas ISE neo 900 analytical unit 09687432001 761333602774BK 

cobas ISE neo 1800 analytical unit 09687416001 761333602775BM 

 

Intended Use: 

A configurable device that is used for ion selective electrode analysis in the cobas pro integrated solutions, for in-

vitro determinations. 
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Product Name  Cat. No.  Basic UDI-DI 

cobas c 503 analytical unit 08463662001 761333602891BQ 

cobas c 703 analytical unit 09502971001 761333603008AA 

 

Intended Use: 

A configurable device that is used for photometric analysis in the cobas pro integrated solutions, for in-vitro determinations. 

 

Product Name  Cat. No.  Basic UDI-DI 

cobas e 801 analytical unit 08454345001 761333602880BK 

 

Intended Use: 

A configurable device that is used for immunoassay analysis in the cobas pro integrated solutions, for in-vitro 

determinations. 

 

Product Name  Cat. No.  Basic UDI-DI 

3000m Liq.Fl.Path Mod.kit e801 09075704001 761333602901B2 

 

Intended Use: 

An optional accessory that is used for modifying the cobas pro e 801 analyzer so that it is possible to be operated in 

altitudes between 2000 m and 3000 m above sea level. 

 

Product Name Cat. No.  Basic UDI-DI 

Alarm Tower Kit 10171588001 761333602958BX 

 

Intended Use: 
An optional accessory that is used to inform an issue the alarm of cobas pro integrated solutions. 

 

Product Name Cat. No.  Basic UDI-DI 

cobas c 503 decoupling kit 10219700001 761333603026AC 

 

Intended Use: 
An optional accessory that comprises essential components such as hose plug and tube stop assembly, serving the 

purpose of separating the c 503 and ISE units safely. 

 

Product Name Cat. No.  Basic UDI-DI 

Mod Kit SB to Gen4 10219726001 761333603126AH 

 
Intended Use: An optional accessory that is used for modifying the cobas pro sample buffer to allow configurations including 

the cobas c 703 and ISE neo analytical units. 

 

Product Name Cat. No.  Basic UDI-DI 

Mod Kit SSU to Gen4 10219734001 761333603125AF 

 
Intended Use: An optional accessory that is used for modifying the cobas pro sample supply unit to allow configurations 

including the cobas c 703 and ISE neo analytical units. 
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Risk Class: ☒ A    ☐ B    ☐ C    ☐ D  

  

Conformity Route: ☒ Self-Declaration of Conformity (Class A)  

☐ Self-Declaration of Conformity after Notified Body involvement for sterile 

manufacturing conditions acc. Art. 48 (10) (Class A sterile) 

☐ Technical Documentation Assessment Class B/C – Annex IX 

☐ Technical Documentation Assessment Class D – Annex IX 

☐ Technical Documentation Assessment Class B/C/D for Self-Testing – Annex IX 

☐ Technical Documentation Assessment Class B/C/D for Near-Patient Testing – Annex 

IX 

☐ Technical Documentation Assessment Class C/D for Companion Diagnostics – 
Annex IX 

Certificates: 

 
☐ EU QM Certificate No.:  

☐ EU Technical Documentation Assessment Certificate No. (Class D, Near-

Patient Testing, Self-Testing and Companion Diagnostics):  

Other: ☐ Common Specifications:  

  

Notified Body (NB) Name: N/A 

NB Address: N/A 

NB Ident. No.: N/A 

to which this declaration relates fulfils the requirements of Regulation EU 2017/746 on in-vitro diagnostic medical 

devices.  

 

Starting with Serial No.: 

 

Product/ component name Serial No. 

cobas pro SSU 

cobas pro SB 

cobas pro SBL c 503 

cobas pro SBL e 801 

cobas pro transport line 

cobas pro Transport Belt (2 AU, 2 ISE) 

cobas pro Transport Belt (3 AU, 2 ISE) 

cobas pro Transport Belt (4 AU, 2 ISE) 

cobas pro A-Gate Upgrade Kit 

From 2301-01 / C301-01 onward 

From 2301-01 / C301-01 onward 

From 2301-01 / C301-01 onward 

From 2301-01 / C301-01 onward 

From 2301-01 / C301-01 onward 

From Lot 2023-01-01 onward 

From Lot 2023-01-01 onward 

From Lot 2023-01-01 onward 

From 233573-01 onward 
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cobas pro B-Gate Upgrade Kit 

cobas pro B-Gate update kit 

cobas pro liquid waste container 

cobas c 503 analytical unit 

cobas e 801 analytical unit 

cobas pro ISE analytical unit 

3000m Liq.Fl.Path Mod.kit e801 

From 233579-01 onward 

Shipment from 15th September 2023 onward 

From 232151-01 onward 

From 2301-01 onward 

From 4301-01 onward 

From 2301-01 onward 

From 231251-01 onward 

 

 

fulfills the requirements of DIRECTIVE 2011/65/EU of the European Parliament and of the Council of 8 June 2011 

(RoHS) on the restriction of the use of certain hazardous substances in electrical and electronic equipment. 

 

and 

 

fulfills the requirements of Directive 2014/53/EU of the European Parliament and Council of 16 April 2014 (RED) 

relating to the making available on the market of radio equipment. 
 

 

Mannheim, 17 December 2024 

 

Roche Diagnostics GmbH 

 

i.V./on behalf of the company     ppa./on behalf of the company 

 

 

 

    ________________________  

Dr. Klaus Riebel      Dr. Stefan Scheib  

Network Lead Site Head Penzberg & Cape Town  Global Head of Regulatory Affairs, Core Lab 

 

 

 

 

 

 

 

 

Contact address: Roche Diagnostics GmbH 

 Abt./Dept. Global Regulatory Affairs 

 Sandhofer Strasse 116 

 D-68305 Mannheim 
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