	
	

	Technical Specification for Fully Automated Biochemistry Analyzer
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	Fully Automated Biochemistry Analyzer
	Compliance
(Yes/No)
	Corresponding page no. of submitted data sheet/ catalogue in support of specification
	Remarks

	
	Manufacturer
	

	
	Brand
	

	
	Type / Model
	

	
	Country of Origin
	

	
	Name of Bidder
	

	1
	Description of Function
	

	1.1
	A fully automated, floor-standing or benchtop biochemistry analyzer capable of performing primarily quantitative analysis of various clinical chemistry analytes from human biological fluids.
	
	
	

	2
	Operational Requirements
	
	
	

	2.1
	The system shall support random-access sample processing, allow multiple batches to be run selectively, and provide user-programmable assay protocols for flexible testing.
	
	
	

	2.2
	The system shall support a minimum of the following biochemical assay types: End-Point and Kinetic assays.
	
	
	

	3
	System Configuration
	
	
	

	3.1
	A brand-new, fully automated biochemistry analyzer provided as a complete unit; must include a compatible PC/Workstation with licensed software, a printer, and a 'Ready-to-Use' starter kit comprising all necessary reagents, calibrators, controls, and consumables (cuvettes/tips) for immediate operation.
	
	
	

	3.2
	The system shall require minimal daily maintenance and support automated procedures such as probe washing and self-checks.
	
	
	

	4
	Technical Specifications
	
	
	

	4.1
	Light Source: Long-life halogen/xenon flash or equivalent modern solid-state light source.
	
	
	

	4.2
	 Wavelengths: Multi-wavelength photometer covering a range from 340nm to 750nm (at least 8 standard wavelengths).
	
	
	

	4.3
	Photometric Range: 0.000 to 3.000 Absorbance (Abs).
	
	
	

	4.4
	The system shall provide a minimum of 30 sample positions and 30 reagent positions, or equivalent capacity, to support routine and STAT testing.
	
	
	

	4.5
	Reagent compartment must have refrigeration facility with temperature between 2 °C to 8 °C.
	
	
	

	4.6
	There should be function of automatic sample re-run.
	
	
	

	4.7
	Aspiration Volume: Precise aspiration from approximately 2 µL to 400 µL or higher, with fine incremental steps.
	
	
	

	4.8
	The analyzer shall utilize reusable, semi-permanent, or disposable cuvettes and shall be equipped with an automatic cuvette washing/cleaning system, as applicable, to ensure reliable analytical performance and minimize carryover
	
	
	

	4.9
	Temperature Control: Precise incubation and cuvette temperature maintained at 37°C.
	
	
	

	4.10
	The system shall have a compact design and provide a waste collection system for biohazardous fluids, either integrated or external.
	
	
	

	4.11
	The machine must be capable of a constant throughput of at least 200 photometric tests per hour. The throughput must be maintained for various calculation modes
	
	
	

	4.12
	System shall have Provision for emergency/STAT samples with true continuous loading of samples and reagents without interruption of ongoing analysis.
	
	
	

	4.13
	Automatic pre and post dilution should be available
	
	
	

	4.14
	The system probes shall include high-sensitivity liquid level detection, vertical and horizontal collision protection, and clot/bubble detection to ensure accurate pipetting and prevent mechanical damage
	
	
	

	4.15
	Computer Workstation: Reputed OEM-branded, latest-generation PC with minimum Intel Core i5 or equivalent processor, 8 GB RAM, 512 GB SSD, and minimum 18-inch color LED/LCD monitor.
	
	
	

	4.16
	Software: User-friendly, Windows or equivalent operating system, supporting bidirectional LIS (Laboratory Information System) connectivity (RS232/Ethernet/USB).
	
	
	

	4.17
	Data Management: Built-in data storage with result review, retrieval, and reporting functions.
	
	
	

	4.18
	Printer: External or integrated high-speed printer for report generation.
	
	
	

	5
	Following tests should be available:
	
	
	

	5.1
	System Must have more than 50 test parameters available. 
	
	
	

	5.1.1
	Test Parameters: Glucose, Urea, creatinine, SGOT, SGPT, Bilirubin (Total & Direct), Alkaline Phosphatase (ALP), Amylase, Lipase, HDL, LDL, Triglyceride, Cholesterol, Albumin, Total Protein, Iron, UIBC/TIBC, Uric Acid, Phosphorus, Magnesium, Calcium, ADA, gGT, LDH must be present. More test are welcome.
	
	
	

	6
	Accessories, spares and consumables
	
	
	

	6.1
	Must provide sufficient kits  as a start-up kit complete with reagents, controls, calibrators, accessories, etc. free of cost. 
	
	
	

	6.2
	All standard accessories, consumables and parts required to operate the equipment, including all standard tools and cleaning and lubrication materials, to be included in the offer. Bidders must specify the quantity of every item included in their offer (including items not specified above).
	
	
	

	7
	Operating Environment
	
	
	

	7.1
	The product offered shall be designed to be stored and to operate normally under the conditions of the purchaser's country. The conditions include Power Supply, Climate, Temperature, Humidity, Power supply backup (UPS).
	
	
	

	7.2
	Power supply: 220 - 240 VAC, 50Hz fitted with appropriate, compatible grounded plug. The power cable must be a minimum 3 metre in length.
	
	
	

	7.3
	Must be supplied with a dedicated Online UPS with maintenance-free batteries, providing at least 30 minutes of full system backup.
	
	
	

	8
	Standards and Safety Requirements
	
	
	

	8.1
	Must submit a valid ISO 13485:2016 (or latest version) for the design and manufacture of medical devices.
	
	
	

	8.2
	Must submit a valid CE Marking issued by a notified body under IVDR 2017/746 (or IVDD 98/79/EC with valid extension) or USFDA approval.
	
	
	

	8.3
	The system shall meet IEC 61010-1 safety requirements for electrical equipment for measurement, control, and laboratory use.
	
	
	

	8.4
	Must comply with IEC 61010-2-101 specifically for In-Vitro Diagnostic (IVD) medical equipment.
	
	
	

	9
	User Training
	
	
	

	9.1
	Must provide comprehensive on-site training for laboratory personnel. This training shall cover equipment operation, reagent preparation, calibration procedures, routine maintenance, and basic troubleshooting.
	
	
	

	10
	Warranty
	
	
	

	10.1
	The bidder must provide a full comprehensive warranty (covering parts and labor) for a period of 03 years starting from the date of formal acceptance/commissioning.
	
	
	

	10.2
	 The bidder shall guarantee the availability of spare parts and consumables for a minimum period of 7 years from the date of installation.
	
	
	

	11
	Maintenance Service During Warranty Period
	
	
	

	11.1
	During the warranty period, the supplier must ensure at least two (02) Planned Preventive Maintenance (PPM) visits per year and provide unlimited corrective/breakdown maintenance whenever required at no additional cost.
	
	
	

	11.2
	In the event of a breakdown, the bidder must provide technical support or on-site service within 24 hours of notification.
	
	
	

	12
	Installation and Commissioning
	
	
	

	12.1
	The bidder must arrange for the equipment to be installed and commissioned by certified or qualified personnel; any prerequisites for installation to be communicated to the purchaser in advance, in detail.
	
	
	

	13
	Documentation
	
	
	

	13.1
	Bidder must submit a valid authorization from the manufacturer.
	
	
	

	13.2
	The bidder must submit the original manufacturer's brochure (physical or e-copy) for the model offered.
	
	
	

	13.3
	Certificate of Calibration and Inspection issued by the manufacturer’s factory. This certificate must correspond to the specific serial number of the equipment delivered.
	
	
	

	13.4
	User (Operating) manual in English
	
	
	

	13.5
	Service (Technical / Maintenance) manual in English
	
	
	

	13.6
	List of important spare parts and accessories with their part number and costing.
	
	
	

	Note: Bidders must completely fill the Technical Specification Form (TSF). Only 'Yes/No' remarks are insufficient. The specific page number in the submitted data sheet/ catalogue for every required parameter must be clearly mentioned and highlighted. Failure to provide this evidence may lead to the rejection of the bid from the technical committee.



