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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 ISQ 13485 certification for medical devices

Manufacturer:

Source and origin:

Model:

Trade in with our old ABR system / GSI / SN: G50048659

ABR system Specification:

State of the art technology and the latest version from the
manufacturer and the latest and best technology on the market

Portable equipment

ABR — diagnostic and threshold estimation

Evoked Potential (EP) and Otoacoustic Emissions (OAE) device

Stimulation: Air-conduction {AC), Bone-conduction (BC) Stimuli:
Click, Tone burst, Broadband chirp.

Performing all standard evoked potential tests: ASSR (auditory
steady state responses) and TEOAE (Otoacoustic emissions).

TEST TYPES
* ABR, ECochG, MLR, LLR, SN10, P300/MMN, eABR, oVEMP, cVEMP

¢ ASSR: Binaural Testing, 4 Frequency Simultaneous Testing per ear
» DPOAE, TEQAE, Spontanecus QAE
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» Test Stimuli: CE-Chirp, CE-Chirp Octave Bands, Speech Stimuli,
Click, Tone Bursts

Modern waveform analysis tools calculation

Automatic SNR (Signal to Noise Ratio) and Residual Noise calculation

Artifact Rejections: Adjustable level (0-100%) and any region within
the analysis time window

Adjustable digital filters: High-pass, Low-pass

Measured variables: Real-time Wave: |, II, lll, IV, V latencies
Interpeak intervals: I-lI, ilI-V, I-V

Amplitudes: Wave | & V, V/l amplitude ratio Latency-specific

Correlation Coefficient Latency norms: Newborn to adults Masking:
White noise, 0-90 dB HL ABR

Screening — automated screening Stimulation: Air-conduction (AC)
Stimuli: 30 or 35 dB nHL click 100 us ABR detection: Automated
Report: Pass / Refer.

internal database: up to 1000 patient

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

Training included in the price:

On site user training

Complete with the following accessories:

1- Suitable computer

Optional to be priced separately:

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

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.
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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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