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i i Com llance: o
Real Tlme PCR Qtv__'_:_ ____ L | Ye‘:/No ol
Good brand name W|th FDA or CE preferable (Europe, USA Japan)
Should have CB test and EMC test (60601.1 and 60601.2)
Should has I1SO 13485 certification for medical devices
Manufacturer:
Source and origin:
Model:
Real Time PCR Specification:
State of the art technology, the latest version, and the best technology
from the manufacturer
1. Core Performance Specifications:
Detection Chemistry: Support for SYBR Green, TagMan, and other
fluorescence-based probes.
Multiplexing Capability: Ability to detect multiple targets in a single
reaction (at least 6 channels).
Sensitivity & Dynamic Range: High sensitivity (detection in low copy
numbers, ideally <3 copies) and a broad dynamic range (>9 logs).
Reaction Volume: Flexibility (10-50 uL) to optimize reagent costs.
Temperature Uniformity & Accuracy: 0.1 — 0.5°C variation across wells
for consistent results.
2. Throughput & Scalability:
Sample Capacity: Choose a model based on workload (96-well formats).
Run Time: Shorter cycle times (under 1.5 hours).
3. Optical & Detection System:
Excitation & Emission: LED light source with CCD detection.
Multiplexing Efficiency: Ability to differentiate between multiple
fluorophores without signal crossover.
Passive Reference Dye Compatibility: Allows normalization of
fluorescence signals.
4. Software & Data Analysis:
User-Friendly Interface: Intuitive software with automated threshold
settings and baseline corrections.
Data Export & Compliance: Supports data export in various formats (CSV,
Excel, PDF).
integrated Controls: Features like melting curve analysis, relative
guantification, and genotyping. n
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5. Reagent Compatibility:

Open vs. Closed System: Open systems support various reagent brands,
while closed systems are restricted to proprietary reagents, Please specify?

Ready-to-Use Kits: Support for FDA-approved or CE-IVD kits for clinical
diagnostics.

6. Quality Assurance

Built-in Controls: Internal positive and negative controls to validate results.

7. Additional Features

Connectivity: USB, LAN, and Wi-Fi for remote access and LIS/HIS integration.

Environmental Considerations: Low power consumption and minimal heat
generation.

ACinput: 220V, 50Hz
Complete with all accessories and consumables needed to work completely
as specified

Training included:
Operation training for the staff must be provided on-site

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 optional 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 reference 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 1SO 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
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Warranty: 3 years, including the calibration, software upgrade, with
commitment to conduct preventive maintenance {labor and parts} during
the warranty period and according to manufacturer recommendations.

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, 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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