	
	

	Technical Specification for Chemiluminescence Analyzer (CLIA)
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	Chemiluminescence Immunoassay 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 diagnostic equipment based on the highly specific interaction between an antibody and an antigen. Chemiluminescence Immunoassay analyzer is used to perform serological and immunological tests to detect or measure specific proteins or other substances through their properties as antigens or antibodies.
	
	
	

	2
	Operational Requirements
	
	
	

	2.1
	Fully automated benchtop Chemiluminescence Immunoassay (CLIA) analyzer capable of performing immunoassays using serum, plasma, urine, and other appropriate body fluid samples.
	
	
	

	3
	System Configuration
	
	
	

	3.1
	Chemiluminescence Immunoassay (CLIA) analyzer supplied as a complete unit with all standard accessories, reagents.
	
	
	

	4
	Technical Specifications
	
	
	

	4.1
	The system shall be based on Flash-Chemiluminescence, Direct Chemiluminescence, or E-CLIA (Electrochemiluminescence) technology to ensure high photon yield, superior analytical sensitivity, and a broad dynamic range.
	
	
	

	4.2
	System shall have batch, random or continuous random access.
	
	
	

	4.3
	System shall have provision of emergency/STAT samples with Continuous Loading Facilities without stoppage.
	
	
	

	4.4
	Onboard reagent stability of minimum 28 days.
	
	
	

	4.5
	The system shall have a throughput of at least 180 tests per hour and be suitable for continuous operation.
	
	
	

	4.6
	Should have RFID or Barcode recognition system for Reagent and   Sample.
	
	
	

	4.7
	The system shall maintain a constant incubation temperature of 37 °C ±0.5 °C.
	
	
	

	4.8
	The system shall include clot detection and liquid level sensing.
	
	
	

	4.9
	Shall have automatic sample Dilution and Auto Reflex Testing available.
	
	
	

	4.10
	The system shall provide onboard temperature-controlled storage for reagents and samples
	
	
	

	4.11
	The system shall allow programming of a minimum of 60 samples per run or more.
	
	
	

	4.12
	The system shall accommodate onboard loading of a minimum of 15 reagents or more and support continuous reagent loading during operation.
	
	
	

	4.13
	Reagent assays must be ready to use.
	
	
	

	4.14
	System should have self-diagnosis and error recovery system.
	
	
	

	4.15
	The system shall provide separate collection or containment for liquid and solid waste to ensure safe disposal
	
	
	

	4.16
	The system shall have Laboratory Information System (LIS) connectivity with bi-directional communication, supporting standard protocols such as ASTM or HL7, for transmission of test orders and results.
	
	
	

	4.17
	Following tests should be available:
	
	
	

	4.17.1
	The system must be capable of performing the following minimum set of tests:
TORCH  IgG and IgMmarkers (Toxo, Rubella, CMV, HSV), Anti HCV, , HBsAg, Anti-HBs,  HBeAg, , Anti -HBe, Anti-HBc,Anti-HAV,  HAV IgM, HIV Ag/Ab combi, Syphilis, EBV.
TSH, FT3, FT4,LH, FSH, Prolactin, Testosterone, Vitamin D, Vitamin B12, Ferritin, NT-proBNP, Procalcitonin (PCT), IL-6.
	
	
	

	5
	Accessories, spares and consumables
	
	
	

	5.1
	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).
	
	
	

	5.2
	The system shall include a complete computer set with monitor, keyboard, and mouse, having minimum 8 GB RAM, 500 GB SSD or higher, a processor sufficient to run the required laboratory software efficiently, a compatible operating system (Microsoft Windows or equivalent), and a suitable printer.
	
	
	

	6
	Operating Environment
	
	
	

	6.1
	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.
	
	
	

	6.2
	Power supply: 220 - 240 VAC, 50Hz fitted with appropriate plug. The power cable must be approx. 3 metre in length.
	
	
	

	7
	Standards and Safety Requirements
	
	
	

	7.1
	Must submit a valid ISO13485:2016 (or latest version) certification for Quality Management Systems for Medical Devices.
	
	
	

	7.2
	Must submit a valid CE certified under 2017/746  (or IVDD 98/79/EC with valid extension ) and/or USFDA 510(k) cleared.
	
	
	

	7.3
	The equipment must meet IEC 61010-1 and IEC 61010-2-101 standards for electrical safety in laboratory equipment.
	
	
	

	8
	User Training
	
	
	

	8.1
	Must provide comprehensive on-site training for laboratory personnel. This training shall cover equipment operation, reagent preparation, calibration procedures, routine maintenance and basic troubleshooting
	
	
	

	9
	Warranty
	
	
	

	9.1
	The bidder must provide a full comprehensive warranty (covering parts and labor) for a period of 3 years starting from the date of formal acceptance/commissioning
	
	
	

	9.2
	The bidder shall guarantee the availability of spare parts and consumables for a minimum period of 7 years from the date of installation.
	
	
	

	10
	Maintenance Service During Warranty Period
	
	
	

	10.1
	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.
	
	
	

	10.2
	In the event of a breakdown, the bidder must provide technical support or on-site service within 24 hours of notification.
	
	
	

	11
	Installation and Commissioning
	
	
	

	11.1
	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.
	
	
	

	12
	Documentation
	
	
	

	12.1
	Bidder must submit a valid authorization from the manufacturer.
	
	
	

	12.2
	Certificate of Calibration and Inspection issued by the manufacturer’s factory. This certificate must correspond to the specific serial number of the equipment delivered.
	
	
	

	12.3
	User (Operating) manual in English.
	
	
	

	12.4
	Service (Technical / Maintenance) manual in English.
	
	
	

	12.5
	List of important spare parts and accessories with their part numbers 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.



