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

Should have CB test and EMC test {60601.1 and 60601.2)

Should has ISO 13485 certification for medical devices

Manufacturer:

Source and origin:

Model:

Please make two offers. one on lease system, while the
other on purchasing system

Plasma bipolar device Specification:

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

For urology procedures

Electrosurgical generator enable the high system performance and
superior PLASMA ignition

With safety features, Please specify?

Precise cutting and coagulation

Immediate PLASMA ignition and continuous activation

Fast ignition and PLASMA stability without tissue contact

Variety of treatment options for each individual patient:
- Resection

- Vaporization

- Enucleation

Handle compatible with storz set

With footswitch

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
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All electrodes, all size, give us a list of price
Thin loop

Thick loop

Ball electrode

enucleation electrode

Vaporization electrode

Needle electrode

Straight electrode

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 150 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

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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