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	PURPOSE OF USE

	1
	Clinical or other purpose 
	The cobas 6800 system automated and integrated workflow to run Polymerase Chain Reaction (PCR) based Nucleic Acid Testing (NAT) to be applied in diagnostic and blood screening laboratories. The Systems combines Instrumentation, Consumables, Reagents and Data Management to provide an efficient workflow from sample processing to result interpretation.

	2
	Level of use 
	Health centers, district hospitals, specialized hospitals, laboratories, transfusion centers.

	3
	Overview of functional requirements
	The cobas® 6800 system automate the preparation and analysis of samples for quantitative and qualitative nucleic acid testing using real-time PCR technology. The cobas® 6800/8800 Systems combine the functionalities of instrumentation, consumables, reagents and data management to provide an efficient workflow from sample processing to result interpretation. The cobas® 6800 Systems and cobas® 8800 Systems are to be used by laboratory professionals trained in laboratory techniques and by instruction on the use of the instrument.


	TECHNICAL CHARACTERISTICS

	4
	Detailed requirements
	The cobas® 6800/8800 Systems are designed to run Polymerase Chain Reaction (PCR) based Nucleic Acid Testing (NAT) to be applied in diagnostic and blood screening laboratories. Delivers the fastest time to results, completing up to 96 tests in less than 3.5 hours, maximum throughput (8 hrs | 24 hrs) -  384 | 1,344 tests. Maximum number of tests per run: 96 tests including controls.


	5
	Displayed parameters
	Digital display of test results.

	6
	User adjustable settings
	Cobas 6800 completely automatic “close” system without User interaction.


	PHYSICAL/CHEMICAL CHARACTERISTICS

	7
	Components
	Each System is comprised of:
· Sample Supply Module - which loads and unloads sample tubes to and from the Transfer Module
· Transfer Module - which pipettes samples and controls from the sample and control tubes in processing plates
· Processing Modules - which perform sample preparation and nucleic acid extraction
· Analytic Modules - which perform real-time PCR on the processed samples
· The cobas® 6800 system also include the system software, cobas p 680 instrument (optional for Blood screening) and the Instrument Gateway Server 

	8
	Mobility, portability
	Tabletop. cobas 6800 can be fixed or movable

	UTILITY REQUIREMENTS

	10
	Electrical, water and/or gas supply (if relevant)
	Line voltage: 200-240 VAC +/- 10%
Line frequency: 50/60Hz +/- 5%
Insulation coordination: Installation category II (IEC 61010-1)

Electrical protection provided by fuses in both live and neutral supply lines. Mains cable to be at least 3m in length. Protections against over-voltage and over-current line conditions.
Compliance with applicable ____ standards and regulations.
Equipment provided with an adequate Uninterruptible Power Supply (UPS) system with not less than 20 minutes of back-up.

	ACCESSORIES, CONSUMABLES, SPARE PARTS, OTHER COMPONENTS

	11
	Accessories (if relevant)
	

	12
	Sterilization process for accessories (if relevant)
	 

	13
	Consumables / reagents (if relevant)
	Transforms “walk-away” time into true “work-away” time by minimizing user interactions:
· Ready-to-use reagents do not require thawing, mixing or pouring
· Automated onboard storage and refrigeration system enable ready
· access and maintain inventory of consumables and reagents
· Radio-frequency identification (RFID) and barcodes ensure full traceability from sample in to results out
· Uni- and bi-directional LIS interface simplifies order and result handling 

	14
	Spare parts (if relevant)
	

	15
	Other components (if relevant)
	 

	PACKAGING 

	16
	Sterility status on delivery (if relevant)
	N/A

	17
	Shelf life (if relevant)
	Min. 6 month

	18
	Transportation and storage (if relevant)
	Approx. +2C to +8C degree

	19
	Labelling (if relevant)
	N/A

	ENVIRONMENTAL REQUIREMENTS

	20
	Context-dependent requirements 
	Ambient room temperature: 15°C to 28°C
Relative humidity: 30% to 80% (no condensation)
Air pressure: 80-106 kPa
Altitude: <2000m

	TRAINING, INSTALLATION AND UTILISATION

	21
	Pre-installation requirements
	Local clinical staff to affirm completion of installation

	22
	Requirements for commissioning 
	Supplier to perform installation (drainage), safety and operation checks before handover
Local clinical staff to affirm completion of installation


	23
	Training of user/s 
	Training of users in operation and basic maintenance shall be provided
Advanced maintenance tasks required shall be documented

	24
	User care
	Casing to be cleanable with alcohol and chlorine wipes

	WARRANTY AND MAINTENANCE

	25
	Warranty
	 It depends on agreement terms

	26
	Maintenance tasks
	 Daily, weekly and yearly maintenance are performed. No need calibration.

	27
	Type of service contract 
	 It depends on agreement terms

	28
	Spare parts availability post-warranty
	 It depends on agreement terms

	29
	Software / Hardware upgrade availability
	 It depends on agreement terms

	DOCUMENTATION

	30
	Documentation requirements
	User, technical and maintenance manuals to be supplied in local language.

List to be provided of equipment and procedures required for local and routine maintenance
List to be provided of important spares and accessories, with their part numbers and cost.                                                                                                                         

	DECOMMISSIONING

	31
	Estimated Life Span 
	At least 5 years

	SAFETY AND STANDARDS 

	32
	Risk Classification
	Principles and Guidelines, International Organization for Standardization (ISO 31000, 2009)

	33
	Regulatory Approval / Certification
	The cobas 6800 system and the reagents have CE-IVD certificates 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

	34
	International standards
	EN ISO 13485:2016 Medical devices – Quality management systems – Requirements for regulatory perposes

ISO 14001:2015 Environmental Management system (will be expired 2020-06-30, new certificate will be available)

	35
	Regional / Local Standards
	 

	36
	Regulations
	



 

