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Good brand name with FDA or CE preferable
(Europe, USA, Japan)

Should has CB test and EMC test (60601.1 and
60601.2)

Should has ISO 13485 certification for medical
devices

Manufacturer:

Source and origin:

Model:

On Lease Contract with Pack-up System (same
model or semi-automated system)

Automated blood bnak analyzer specifications:
State of the art technology, the latest version, and
the best technology from the manufacturer

Fully automated, continuous operation with
minimal human intervention, automated sample
loading, testing, and result interpretation

Throughput capacity arround 120 tests / hour
User-friendly touchscreen display

STAT sample handling

Compatible with whole blood, serum, and plasma
samples

The analyzer must have a design that minimizes
carryover between samples

On-board reagent stability: minimum 7 days
Automated management of reagent levels with
real-time monitoring and alerts for reagent
replacement

Integrated reagent barcode system for tracking and
validation

Storage of test results with the ability to generate
detailed reports

Full audit trail for results, quality control, and
reagent use

Bidirectional interface with hospital information
systems (HiS) |
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Immunchematology Testing Capabilities

1. Blood Typing:

a- ABO and Rh(D) typing with high specificity and
sensitivity

b- Capable of detecting weak D and partial D variants

2. Antibody Screening:

a- Automated screening for unexpected antibodies
using indirect antigiobulin testing (IAT)

b- Multiplex screening assays for higher sensitivity

3. Crossmatching:

a- Immediate Spin Crossmatch: Provides rapid
compatibility assessment

b- Antiglobulin Crossmatch: Comprehensive crossmatch
for ensuring transfusion safety

¢- Automated result interpretation with clear
indications of compatibility / incompatibility

4. Antibody Identification:

a- Ability to identify specific antibodies through panel
testing

b- Supports identification of clinically significant
antibodies (e.g., anti-Kell, anti-Duffy}

5. Coombs Testing:

a- Direct Coombs Test: Detects antibodies bound to red
cells in vivo

b- Indirect Coombs Test: Detects free antibodies in the
patient’s serum

6. Automated Antibody Titration:

a- Fully Automated Titration Process: The analyzer must
support automated antibody titration with minimal
manual intervention

7. Elution Testing:

a- Automated elution of antibodies from sensitized red
blood cells for detailed antibody investigation

8. Cell Suspension Preparation:

a- Automated preparation of standardized red cell
suspensions for all testing

b- Consistent cell concentration for reproducible results

Advanced diagnostic tools for early detection of
operational issues, flagging and troubleshooting alerts
for handling errors, insufficient samples, or reagent
issues N
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Automated or semi-automated calibration procedures
with minimal technician intervention, with alert systems
for when calibration is due

Automated QC testing with the ability to schedule daily,
weekly, and monthly checks, built-in quality control for
reagents, including detection of lot variations

Automatic waste management system

Power supply: 230V, 50 Hz

Specify the device dimension (HxWxD}:

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

Training included:

Operation training for the lab department team must be
provided on-site

Your offer should contain the following:

1) Preventive maintenance schedule

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

3) Compliance sheet

4) Catalogues

5) Data sheet

6) Authorization letter

7) CE or FDA and SO certificates

8) CB test and EMC test certificate

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

10) Guarantee for 10 years for spare parts supply

Preventive maintenance should be done as per the
manufacturer’s recommendations all parts including
PM kits to be replaced during the lease 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 keys, software passwords, 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 | Vi
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