cobas 6800 System Technical Specifications

1.1. The device and the kits have IVD CE documents showing that they are for diagnostic use as per the 98/79/EC Directive on In Vitro Diagnostic Medical Devices, and it is documented that they have TİTUBB/UTS registration.

1.2. The kits and the devices are fully compatible and the kit package inserts show that validations have been performed for joint use.

1.3. The system can perform sample preparation (mix and sample pipetting into isolation and reaction tubes) and real-time PCR over the same platform.

1.4.  The fully automated system is compatible with the recommended kits and is capable of performing isolation from different sample tubes operating with magnetic bead technology and, when necessary, from primary and secondary tubes, simultaneously.

1.5. The system can process 96 tests in less than 3.5 hours and generate 96 results in every 1.5 hours with continuous loading, thus improving laboratory performance and, thereby, allowing faster results. (96 tests include controls)

1.6. The system has the capacity to run 384 tests in 8 hours and 1,344 tests in 24 hours.

1.7. Thanks to its mix-batching feature, the system can run up to 3 tests without the need for pre-processing.

1.8. The refrigerating reservoir inside the system enables the reagents and the controls to be left on the system, thus saving time and space.

1.9.  The system can run primary samples and perform uninterrupted and fully automated amplification and isolation without any manual intervention once the sample and reagents are loaded.

1.10. Thanks to the IVD software, the system does not allow manual intervention on the analyzed results, thus eliminating possible user-induced errors. This feature is shown in the user's manual.

1.11. The system alerts the user by displaying warning messages when necessary, thus preventing faulty or invalid results.

1.12. The system has a chip recognition system and a barcode reader. For identification in the system, barcodes are used for samples and RFID labels are used for reagents, thus making it possible to track them over the system.

1.13. The "reagents and kits" to be recommended can be used in full compliance with the recommended device. All reagents and kits bear the original label of the manufacturing company and the label states the expiration date, batch number, and storage conditions.

1.14. The kit includes the AmpErase (UNG) enzyme that prevents carry-over contamination. Thanks to this enzyme, amplicons from previous runs that may possibly cause contamination are eliminated.

1.15. It is possible to work by adding the internal control (Quantitation Standard), which is included in the kit (in the original packaging) and which can be quantified, to each sample and control, and measure the effect of the PCR inhibitor, if any, on the patient viral load, the efficiency of extraction, and the validity of reaction. This operating principle is shown in detail in the package insert of the kit.

1.16. It is possible to have a bi-directional LIS connection.

1.17. The system utilizes the Airlock Screens technology to create the effect of a clean room and keep contamination under control.

1.18. Automatic plate sealing (Autosealing) minimizes user intervention.

1.19. The system amplification device can provide optimal heat transfer and distribution for all samples with the therma-baseTM technology.

1.20. The system can work with ready-to-use reagents and disposable consumables without requiring pre-processing, thereby preventing possible contamination.

1.21. The system configuration is reliable in terms of contamination risk. It does not require regular contamination control operations to check for the presence of contamination.

1.22. It has 5 different channels for detection. 

1.23. The aliquoting feature allows tests to be performed with up to 3 parameters (HCV, HIV and CMV) on a single tube, thus accelerating laboratory workflow and enabling cost-effective operation.

1.24. The authorized company can remotely access the system if required, thereby eliminating possible system failures as soon as possible to ensure effective workflow.

1.25. The system can simultaneously isolate and detect DNA- and RNA-based tests. This accelerates the laboratory workflow and ensures faster result generation.

1.26. [bookmark: _GoBack]In addition to 500 µl, the system can operate with 200 µl working volume for low-volume samples. In this way, it can produce results with low volume for patients with insufficient samples. 200 µl and 500 µl operating data (precision, specificity data) for all tests can be seen in the package inserts of the kits.

1.27. The flexible configuration feature for the data taken from the system allows the laboratory manager to access all the information concerning the system through their personal computer.

1.28. Thanks to the open channel feature offering 4 filter combinations, the system can work on the primary probes designed by the user in the laboratory and the ready-to-use master mixes over the same system.





