	Technical Specification of 5-part Differential Hematology analyzer with autoloader

	S.N.
	Purchaser’s Specification
	Bidder’s Compliance Sheet

	
	5-Part Differential Hematology Analyzer with Autoloader
	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
	Automated 5-part differential blood cell counter is used to count various types of blood cells in the blood 
	
	
	

	2
	System Configuration.
	
	
	

	2.1
	Fully Automatic 5-part differential Cell Counter with Autoloader, complete unit with all standard reagents, consumables and accessories.
	
	
	

	2.2
	Cyanide free colorimetry for HGB test.
	
	
	

	3
	Technical Specification
	
	
	

	3.1
	Measurement Principle: Flow cytometry or equivalent optical method for WBC differential; impedance or equivalent method for RBC and platelet counting.
	
	
	

	3.2
	Measured parameters & Criteria:
The analyzer must perform a minimum of the following 21 parameters:
· RBC parameters: RBC, HGB, HCT, MCV, MCH, MCHC, RDW-CV
· Platelet parameters: PLT, MPV, PDW
· WBC parameters: WBC, NEUT#, LYMPH#, MONO#, EO#, BASO#, NEUT%, LYMPH%, MONO%, EO%, BASO%
	
	
	

	3.3
	Aspiration volume: should not be more than 120 µL microliter for whole blood.
	
	
	

	3.4
	The instrument shall have a throughput of at least 60 samples per hour or more.
	
	
	

	3.5
	The system should be able to take whole blood and pre-diluted samples.
	
	
	

	3.6
	Autoloader of minimum capacity of 18 tubes.
	
	
	

	3.7
	The system shall have onboard data storage capacity for at least 100,000 patient results, including histograms and associated analytical data.
	
	
	

	3.8
	The system shall allow urgent samples to be processed with priority over routine
samples.
	
	
	

	3.9
	Printing: Must be compatible with external printer and must have the user-defined report format.
	
	
	

	3.10
	Must provide bi-directional communication (HL7 or equivalent) and USB/LAN port for seamless LIS/HIS integration.
	
	
	

	3.11
	The system shall have an integrated or compatible barcode reader for automated sample tube identification.
	
	
	

	4
	Accessories, spares and consumables
	
	
	

	4.1
	The bidder shall provide, free of cost, a complete start-up kit sufficient to make the analyzer fully operational, including reagents, consumables, calibrators, controls, and all required accessories. (including items not specified above).
	
	
	

	4.2
	PC: A compatible PC with current-generation hardware, operating system, and reporting software for data management and printer-based reporting shall be provided.
	
	
	

	5
	Operating Environment 
	
	
	

	5.1
	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, etc.
	
	
	

	5.2
	Power Supply: 220–240 VAC ,50 Hz; must be fitted with a Type D /M or equivalent grounded 3-pin round plug appropriate for the equipment’s power rating. The power cable must be at least 3 meters long.
	
	
	

	5.3
	Uninterruptible Power Supply (UPS): An online double-conversion UPS of adequate capacity to support the analyzer, workstation, and printer for a minimum of 30 minutes.
	
	
	

	6
	Standards and Safety Requirements 
	
	
	

	6.1
	Must submit a valid ISO 13485:2016 (or latest applicable version) certification for medical device quality management.
	
	
	

	6.2
	Must submit a valid CE certificate under IVDR 2017/746 (or IVDD 98/79/EC with valid extension) or US FDA 510(k) clearance.
	
	
	

	6.3
	The system must comply with IEC 61010-1 (General safety) and IEC 61010-2-101 for in-vitro diagnostic medical equipment safety.
	
	
	

	87
	User Training 
	
	
	

	7.1
	The supplier must provide comprehensive on-site training for laboratory personnel, covering routine operation, calibration, and basic troubleshooting.
	
	
	

	8
	Warranty 
	
	
	

	8.1
	The system must include a comprehensive warranty for 3 years from the date of successful commissioning.
	
	
	

	8.2
	The bidder shall guarantee the availability of spare parts and consumables for a minimum period of 7 years from the date of installation.
	
	
	

	9
	Maintenance Service During Warranty Period 
	
	
	

	9.1
	The supplier must provide unlimited breakdown/corrective maintenance whenever required at no additional cost.
	
	
	

	9.2
	The supplier must perform at least two (2) scheduled preventative maintenance visits per year as per the manufacturer's protocol.
	
	
	

	9.3
	In the event of a breakdown, the supplier’s authorized engineer must provide on-site service within 24 hours.
	
	
	

	10
	Installation and Commissioning 
	
	
	

	10.1
	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.
	
	
	

	10.2
	Commissioning must include a successful "Validation Run" using known controls to prove the analyzer meets the stated accuracy and precision standards.
	
	
	

	11
	Documentation 
	
	
	

	11.1
	Two sets of user/operating manuals in the English language must be provided (one hard copy and one digital).

	
	
	

	11.2
	A complete technical/service manual must be provided in English.
	
	
	

	11.3
	A certificate of calibration and a final inspection report from the manufacturer must be provided.
	
	
	

	11.4
	The bidder must provide a comprehensive list of essential spare parts and accessories with their respective part numbers and unit costs. 
	
	
	

	
	
	
	
	

	Note: Bidder must completely fill the Technical Specification Form (TSF). Only Yes/No all complies should not be written. Page number in the catalogue of all required parameter must be clearly mentioned and highlighted. Failure in doing so may lead to rejection of bid from technical committee.



