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To: Whom it May Concern

Regulatory status of parts & accessories

As mentioned on the current Declarations of Conformity of our Clinical Chemistry Analyzers also the 

accessories conform to the provisions of the EU Directive on In Vitro Diagnostic Medical Devices (98/79/EC). 

This applies to the parts and accessories as mentioned in the attached list.

'IVD accessory' means an article which, whilst not being an IVD medical device, is intended specifically by its 

manufacturer to be used together with an IVD device to enable that IVD device to be used in accordance 

with its intended purpose.
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Part 

number
Description

IVD medical

device

IVD 

accessory

general 

laboratory 

use

 spare 

part

supporting 

part

1540-001 Anti-Slip sheet 

2206-007 Cooling Liquid (1 L) 

3062-021 Sample cup (1000 pcs) 

3062-033 Sample tube 6 ml (500 pcs) 

3062-040 Water container 10 L 

3062-041 Water container 5 L 

3066-155 Syringe 100 µl 

3066-156 Syringe 1 ml 

3069-040 Keyboard Dust cover 

3069-047 Keyboard Dust cover 

3070-518 Cap holder 

3070-538 Cap rotor Left 

3070-539 Cap rotor right 

3201-002 Dichromate 8 Abs (25ml) 

3365-192 USB Stick 

3374-003 Mains cable (USA) 

3374-059 Pumpunit cable 

3374-066 Mains cable 

3374-097 Serial Null-modem cable 

3374-286 USB Extension cable 

4804-038 Reagent identification Disc 

6001-826 Diluted Waste container 

6001-827 Concentrated Waste container 

6001-860 Water container 

6001-861 Tube assy (analyser) 

6001-872 Tube assy (cooling unit) 

6002-102 Assorter unit 

6002-386 System software on CD 

6002-706 Reaction Rotor set (3 pcs)   

6002-726 System Disc 

6002-817 Bottle 30 ml (20 pcs) 

6002-818 Bottle 15 ml (20 pcs) 

6002-904 Water container 5 L 

6002-910 Assorter unit 

6002-913 External tubing 

6003-074 System software on USB stick 

6003-444 Diluted Waste Container 5 L 

6003-466 Keyboard Support option 

6003-797 CW Waste Container 2 L 

6003-808 Assorter unit 
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