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Laser Treatment for Proctology, Qty.: 1

Compliance
Yes/No

Deviation

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:

Laser Treatment for Proctologye Specification:

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

Suitable for patients with Grade Il and Grade Il internal hemorrhoids

Procedure using laser-generated high temperatures to coagulate, carbonize, and
vaporize diseased tissue, achieving tissue cutting and vascular coagulation

Diode Laser system with wavelength in the range of 1470 nm (+20 nm), optimized

for water absorption and minimal tissue damage

Adjustable output power of up to 20 watts or more, with fine increments

Continuous wave and pulsed mode options for surgical precision and thermal
control

Touchscreen user interface with programmable treatment profiles

Real-time monitoring of energy delivery (joules) and power

Audible and visual indicators for system status and safety

Emergency stop button

Key lock operation for unauthorized use prevention

Automatic power shutoff when fiber is not engaged or damaged

Suitable for:

1. Hemorrhoid Laser Procedure (HelP)

2. Laser Hemorrhoido Plasty (LHP)

3. Fistula Closure

4. Sinus Pilonidalis

Must include radial-emitting laser fibers (e.g., 360° emission) for circumferential
coagulation of hemaorrhoidal tissue

Fiber diameter: 600—-1000 pm

Reusable or disposable fiber?

Compatible handpieces and fiber introducers must be provided

AC input: 220V, 50Hz

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

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

Complete with the following accessories:

Foot switch

laseer safety goggles

Spare fiber kits

Proctology handpiece with proctology cannuals

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

Foot switch

laseer safety goggles

Spare fiber kits

Proctology handpiece with proctology cannuals

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 ISO 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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