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Good brand name with FDA or CE

Should have CB test and EMC test (60601.1 and 60601.2)
Should has I1ISO 13485 certification for medical devices

Manufacturer:

Source and origin:
Model:

Luminex FLEXMAP 3D High-Throughput Muitiplexing System Specification:

State of the art technology, the latest version, and the best technology from
the manufacturer

Performance & Capability

Multiplexing Capacity: The system must be capable of simuitaneously
analyzing at least 500 unique analytes from a single sample volume

Dynamic Range: Provide a typical dynamic range of 2 4.5 logs

Read Time: The instrument must read a standard 96-well plate in
approximately 20 minutes or less, equating to a throughput of up to 144,000
tests/hour. Compatibility with 384-well plates is also required, with a read
time of approximately 75 minutes, equating to a throughput of up to
153,600 tests/hour. Detailed performance benchmarks are provided below
Startup/Shutdown: Automated startup and shutdown routines are required,
with a total daily time of £ 30 minutes

Hardware & Physical Specifications

Plate Formats: Must be compatible with both 96-well and 384-well
microtiter plates

Sample Volume: Must be capable of operating with a sample uptake volume
range of 6.3 pl to 200 pL, to preserve precious samples

Optics & Detection
Classification Laser: 638 nm excitation

Reporter Laser: 532 nm excitation
Reporter Detector: 565 — 585 nm
Fluidics

Sheath Fluid: System must be capable of operating with a standard sheath
fluid, with pressure range of 8-13 psi

Sample Injection: Automated sample injection rate of 2 pL/second

System Components & Deliverables: The quotation must be itemized to
clearly break down the following components
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1- Core Instrument System

FLEXMAP 3D Instrument Analyzer

Sample Probe and Needle

Off-Plate Reagent Block

Waste Container

Barcode Scanner

Heater Blocks for both 96-well and 384-well plates
Sample Probe Height Adjustment Tool

2- Workstation & Software

Computer: A dedicated desktop PC with a compatible operating system (e.g.,
Windows 10/11 Pro) meeting the manufacturer’s specifications.

Core Seftware: XPONENT Software with a minimum of 3 seat licenses for
data acquisition and analysis.

Software Modules {Quotation must include pricing for these upgrades):
a. Security Module: For user access control and levels

b. 21 CFR Part 11 Module: Essential if operating under FDA regulations, to
ensure data integrity and audit trails

¢. Automation Module: For integration with front-end automation systems
and device drivers

d. LIS Connectivity Module: For direct integration with our Laboratory
Information System

3- Consumables (Initial Kit): The quotation must include the following
starter consumables to facilitate immediate installation and validation
Calibration Kit: FLEXMAP 3D Calibration Kit

Performance Verification Kit: FLEXMAP 3D Performance Verification Kit

Sheath Fluid: A sufficient supply (e.g., 201} of xMAP Sheath Fluid PLUS to
support initial operations

AC input: 220V, 50Hz

Complete with all accessories and consumables needed to work completely
as specified

Training included:

On-site and off-site training for designated laboratory personnel on the
operation, maintenance, and software use of the system at the certified
center for a month (specialized kidney transplant)

Service training for one biomedical engineer at the manufacturer site

T
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Optional to be priced separately:

List price all accessories necessary to operate the solution as per the
required specs listed above

List all other accessories and supplies that you may recommend to NNUH
and are considered optiona!l items to be decided on purchasing at the
discretion of NNUH

Your offer should contain the following:

1) Preventive maintenance schedule

2} Reference list for the same model, the supplier must have 3 references at
least on local market or regional, and must prepare site visit for our team to
evaluate the machine.

3) Compliance sheet

4) Catalogues

5) Data sheet

6} Authorization letter

7} CE or FDA and ISO certificates and I1SO 13485 certificates
8) CB test and EMC test certificate

9) The service and operational manuals must delivered as soft copy with the
units

10) Guarantee for 10 years for spare parts supply

Warranty: Three years (USA, EUR, or Japan) brands, other equivalent
brands with five years warranty

Including the software upgrade, with commitment to conduct preventive
maintenance {labor and parts) during the warranty period and according to
manufacturer recommendations.

If any problem with the machine occurs, the maintenance should be within
48 hours.

Any parts required for preventive or corrective maintenance during the
warranty period must be brand new, not refurbished or used.

Preventive maintenance should be done as per the manufacturer’s
recommendations, all parts including PM Kits to be replaced during the
warranty period will be the responsibility of the supplier to provide on his
own account. A schedule of the PM visits should be submitted to the
hospital biomedical engineering dep.

Hardware (service) keys, software passwords, service password, website
account or any means needed to grant the hospital engineer full access to all
service functionalities are the right of the hospital and should be delivered
with the equipment, and should as well be valid throughout the whole
lifetime of machine.
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