Commodity description for Flow Cytometer

	Item No.
	Description
	Unit
	Q’ty

	1
	High Performance Conventional and Spectral Flow Cytometer
	set
	1



Ⅰ. Purpose
The Flow Cytometer will be used for high-throughput analysis of clinical specimens to detect and characterize individual cells or particles based on their physical and fluorescence properties. This instrument is essential for immunological and clinical research applications, ensuring accurate and reproducible data for diagnostic and investigational purposes.

To comply with regulatory requirements for clinical specimen handling, the system must adhere to FDA 21 CFR Part 11, ensuring data integrity, electronic record security, and compliance with regulatory standards.

Ⅱ. Configurations of Goods
1. Conventional flow cytometry analyzer (main instrument)
2. Spectral Detection module
3. Plate loader module
4. Computer system for instrument operation and data processing
5. Desktop PC (including monitor, keyboard, and mouse)

Ⅲ. Performance and Specification 
- Performance
1. As this equipment will be used for analyzing clinical trial specimens, it must comply with FDA 21 CFR Part 11
2. The system must support both conventional filter-based detection and spectral detection to ensure flexibility in experimental design and optimization.
3. The system must be equipped with at least 5 lasers to enable multi-color analysis with high sensitivity and resolution.
4. High-resolution scatter detectors capable of analyzing particles as small as 80 nm
5. High-sensitivity fluorescence detection with MESF values of FITC < 30, PE < 10, APC < 25
6. The software must include an automated cleaning process for both startup and shutdown to ensure efficient maintenance of the system and minimize downtime.
7. The software must have an intuitive and user-friendly interface that simplifies operation and data analysis.
8. It should be capable of being installed on multiple computers, allowing each individual analyzer to access and operate the software independently on their respective machines.

· Specification
1. Laser System
· Solid-state diode lasers: 
i. Blue laser (488 nm, 50 mW or similar) 
ii. Red laser (638 nm, 50 mW or similar) 
iii. Violet laser (405 nm, 80 mW or similar) 
iv. Yellow-green laser (561 nm, 30 mW or similar) 
v. Near-ultraviolet laser (375 nm, 60 mW or similar) 
2. Optics
· Flow cell: 430 μm x 180 μm rectangular quartz or similar
· Collection optics: 1.3 NA lens system or similar
· Beam spot size: 5 μm x 80 μm or similar
3. Detection System
· Scatter resolution: Side scatter capable of detecting 80 nm particles
· Fluorescence sensitivity: FITC < 30 MESF, PE < 10 MESF, APC < 25 MESF
· Fluorescence detectors: Minimum of 76 fluorescence channels (excluding FSC and SSC)
4. Sample Handling
· Fixed flow rate modes: 10 μL/min (low), 30 μL/min (medium), 60 μL/min (high) or similar.
· Maximum flow rate : at least 240 μL/min or higher.
· Custom flow rate control must be supported
· Carryover: <1%
· Supported sample tubes: 5 mL (12 x 75 mm), 1.5 mL, 2.0 mL tubes
· Automatic sample mixing before acquisition must be supported.
· Automated buffer supply and waste collection must be available, with a minimum capacity of 10 L.
5. 96-Well Plate Sample Processing
· Supports flat-bottom, U-bottom, V-bottom, and deep-well plates
· Sample volume: 50-250 μL per well
· Carryover: <1.0%
· Processing speed: 
i. ≤34 min/plate (10s acquisition, no mixing or washing) 
ii. ≤47 min/plate (10s acquisition, 3s mixing, 3s washing per sample)
6. Data Processing
· 24-bit dynamic range with 16,777,216 or more resolution levels
· Digital sampling rate: 25 MHz or more
· Data acquisition rate: 30,000 events/sec or more
· Compensation: Full-matrix automatic and manual options
· Maximum stored events per sample: at least 100,000,000
· Software compliance: Windows 7, 8, 10, 11 compatible, 21 CFR Part 11 compliant
7. System Requirements
· Power: 100-240 VAC, 50-60 Hz
· Operating temperature: 15-30°C
· Main instrument dimensions (WxDxH) : Within 800x650x600 mm 
(It should be possible to place it on the experiment table.)

Ⅳ. Remarks
1. Two(2) years warranty service will be provided.
2. It should be capable of IQ, OQ.
3. The installation and initial setup must be performed by a certified technician from the supplier or bidder.
4. The system must include dedicated analysis software with free installation support.
5. User training must be provided in both online and offline formats.
6. Submit a list of central laboratories which are currently using the machine and its performance records in other central laboratories (if applicable).
7. Emergency backup: Provision of a replacement machine in case of critical equipment failure, along with documentation specifying timelines for major part repairs and the standard procedure for regular maintenance.
8. Technical support for data analysis and troubleshooting till all laboratory scientists at IVI are getting used to running the machine
Ⅴ. 위 규격서에서 명시한 제품과 동등 이상의 다른 제품 납품이 가능한 업체는 입찰에 참가할 수 있음’.
