Item Description: Vagus Nerve Stimulator ForEpilepsy

Ministry of Health

Directorate of Biomedical Engineering

T

Technical Specifications For Medical Furniture

Treatment(VNS)

T R i B a

Class No(20-747)

Technical Specifications

Min MOH Requirement

Manufacturer

Please Specify Manufacturer And Country Of
Origin

Model Number

Please Specify Model Number

Wi —

Safety Standard

FDA Approval Or CE Marking

:J\.

Intended Use

HOME, Clinic, For All Ages

W

Components System

_Implantable VNS Generator Battery Operated
-Implantable bipolar Lead With Two
Stimulating Electrodes

-Hand Held Patient Magnet

-All Software Needed For Full Operation

Battery Life

More Than 3 Years ( Specify Battery Longevity
Schedule in mA & HZ )

Adjustments

Can Be Made In Off Time And On Time To
Increase

Duty Cycle Up To 50% Without Adverse
Effects

Compatible With MRI

Must Be

Programming And Calibration

Any Time When Needed

Modes

- Normal Mode (
stimulation)

. AutoStim Mode ( Automatic
Stimulation due to detection of
rapid heart rate)

- Magnet Mode ( On Demand
Stimulation )

Regular
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Directorate of Biomedical Engineering

s

try of Health

Technical Specifications

Item Description: Transdermal

Vagus Nerve Stimulator (TVNS)

Class No. : ()

No. | Technical Specifications Min MOH Requirement
1. | Manufacturer Please specify manufacturer and country of origin &
country of manufacturer
7. | Model Number Please specify model number of the offered equipment
3. | Safety standard FDA approval or CE marking
4. | Design - Compact
- Heavy duty
- Light Weight
5. | Stimulation Waveform Biphasic
6 Operational Panel _  Battery Indicator
- Key Lock
- Control buttons
- On/ Off Button
7. | Operating modes Manual
8. | Operating time At least 48 hours
9. | Intensity _ User control
' - Range between 8 mA and 50 mA
10. | Electrodes _ Ear electrode
- Titanium
. Ear Clips and Ear Piece
. Electrode Pads
11. | Battery _ Rechargeable
- Operating time at Jeast 48 hours
12. | Pulse Width Less than 1msec
13. | Frequency _ 20 HZ-30HZ
- Controlable
14. | Accessories - Ear Clips
- Ear Piece

_ Stimulation Electrode Qty. *2”

- Charger ( Adapter and Cable)




Cont. ... Transdermal Vagus Ne

rve Stimulator (TVNS)

No. Technical Specifications

Min MOH Requirement

15. | Patient data enfry and values

Manual
By Supplier for Each Case
Can be modified only by Supplier

16 | Priced spare part list

Please price separately as spare parts the following:

Main Unit

Main board

Stimulation Electrode

Ear Piece

Ear Clips

Charging Adapter and Cable
Rechargeable Battery
Electrode Pads

Electrode Gel

Protector Case

17. | Power supply

Tnternal Rechargeable battery
low battery indicator
Easy to access battery replacement

18. | Charger

Included
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Equipment
sderaml Vagus Nerve Stimulator

Tran

Main Parts to be priced

~ Main Unit
. Main board
Stimulation Electrode
. Ear Piece
- Ear Clips
. Charging Adapter and Cable
. Rechargeable Battery
. Electrode Pads
. Electrode Gel
Protector Case

Transderaml Vagus Nerve
Stimulator
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Transderaml Vagus Nerve Stimulator



