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ITEM#:1

Q

/. 9

IV Stand for Syringe Pumps

COMPLIANCE

DEVIATIONS

Good brand name , Well known brand with good reputation

Construction: Circular stainless steel tube frame, The stand is
made of 316 medical grade stainless steel and designed without
sharp edges.

Designed especially for Infusion & Syringe pumps

Load Weight capacity: Not less than 15kg.

With original counter weight and balance system.

Adjustable hight

Four Stainless Steel hooks

Base construction made of 5 arms made of 316 Stainless Steel

5 douple wheel Casters with brakes, Diameter arround 5cm not less.

Rustproof, Washable with Disinfictants.

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

Country of origin

Country of source

New catalogue including data sheet is attached with the offer.

Warranty two year from installation.

Certificates {agency approvals); FDA, TUV, CSA, UTRL, CE will be
taken into consideration, the offer must include the certificates for
evaluation

The equipment must pass the acceptance test of MOH biomedical
Engineering unit.

Y our offer will not be taken in consideration if any conflict between the
catalogue/data sheet submitted and the check list

THE TOTAL PRICE IN FINANCIAL OFFER SHOULD INCLUDE
ALL ABOVE

Warranty

Warranty:2 years, on site comprehensive warranty (labour & spares
covering all parts of the units and items supplied), from the date of
issue of installation certificate by Biomedical Engineering Unit

95% uptime guarantee should be given. in case downtime exceeds
5%, penalty in the form of extended warranty, double the number of
days for which the equipment goes out of service will be applied.

In case of agency removed from the agent or trasnferred to other
company, the old agent should be responsible of all warranty
Implications, such as service , spare parts ,,, etc

MAINTENANCE & REPAIR

The supplier must ensure the availability of expertise service and
maintenance The vendor should submit company profile including
names and No. of engineers, training certifications preferably on the
same product.

The system should be upgradable and all spare parts should be
available for next 10 years after commissioning

Application and service softwares must be provided to the
Biomedical Engineering unit free of charge / or must be on demand

| TERMS AND CONDITIONS
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The Supplied equipment should be complete with all accessories
and consumables needed to work completely as specified

Country of origin should be clear in the offer

Country of source should be clear in the offer

Date of manufacturing should be clear in the offer

Original catalogue and detailed scientific literature of the quoted
model to be enclosed.

Number of units installed in Palestine if any (a list of the same model
with serial number and location).

The offer will not be taken in consideration in case of incomplete
compliance sheet or any conflict between the catalogue/data sheet
submitted and the compliance sheet

The Vendor should submit Agency Agreement, or Sole distribution
agreement or Authorization letter for sale and maintenance.

Company must be registed in MOH

ITEM #:2

QTyY :

4

NEONATAL/PEDIATRIC VENTILATOR WITH HFO

COMPLIANCE

DEVIATIONS

Good brand name , Well known USA, EUR or Japan brand with
good reputation

FDA Approved with 510K certificate.

MUST

It should allow the user to deliver conventional Ventilation as well as
HFQ without change of patient circuit. Should have capability of
mechanical ventilation of a range of patients from 300g -30kg body
weight.

An electronically microprocessor controlled ventilator.

Advance ventilator with SIMV/AC/PS/Targeted volume With HFO

Specifically designed for the neonatal/infant patient range.

Ventilates with excess pressure based on the continuous-flow
principle.
{Time cycled, pressure / volume limited / volume guaranteed)

Pressure Limited, time cycled, Continuous flow ventilator specifically
designed for new born bahies and infant/ pediatric patients.

Ventilation modes

« HFO

High frequency oscillation (real piston, membrane principle}

Nasal HFO (nHFO)

Intermittent Positive Pressure Ventilation

nIPPV {nasal Intermittent Positive Pressure Ventilation)

HFPPY (High frequency positive pressure ventilation)

» SIPPV (A/C Assist Controlled)

Synchronized Intermittent Positive Pressure Ventilation

* SIMV

Synchronized Intermittent Mandatory Ventilation

- CPAP

Continuous Positive Airway Pressure
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Non Invasive CPAP

+ PSV

Pressure Support Ventilation

« SIMV + PSV

Synchronized Intermittent Mandatory Ventilation combined with PSV

» Non Invasive Ventilation with single limb breathing circuits

Ncpap

duoPAP

S-duoPAP

Apnea detection

« High Flow Nasal Cannula / O2 Therapy

High and Low flow oxygen therapy

QOther Features should be Included:

= Apnea ventilation

+ Backup ventilation

« Combined SIMV + PSV ventilation

* Flow trigger

* Volume trigger

* Pressure frigger

« NIV with adjustable leak compensation

» Volume Guaranteed ventilation in conventional and HFO mode

* Volume Limit

» Manual inspiration / hold

* Lung recruitment {sigh) in HFO mode

» 02 flush

+ Leak compensated trigger

The Ventilator should habe also the following features:

High precision Flow sensor with lowest dead space for complete lung
function monitoring

Integrated Graphic Display with loops

Airway pressure and Flow waveform

Integrated Graphical Trends for 12 hrs.

Numerical Values of the set and delivered parameters

Settings :

Inspiratory flow: 1-30 litre/min

Expiratory flow: 1-30 litre/min

Expiratory Minute Volume: 1 to 18 litres

V limit [mi] - 1-500 mi

Pmax [mbar] : 4- 70 mbar

Vguarantee [ml] : 0.5-300 ml

02 [Vol.%] : 21-100 %

02 Flush [Vol.%] : 23-100 %

0?2 Flush time : Off 30 60,90 Sec

Automatic O2 calibration 21%, 100%.

Inspiration Time Setting: Freq/ Insp Time, Insp/Exp Time.

Trigger modes: Volume, Pressure, Flow

flc ) PR N 1 S 199
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Frequency [1/min] : 1-200

Peak Pressure: 0 to 70 mbar

PEEP Pressure: 0 to 30 mbar

Ventilation Modes: HFO Ventilation

HFO Only .

HFO mode Setting Ranges and Parameters:

Patient Range : Neonatal and Pediatric (up to 30 kg bodyweight)

AMPmax [mbar] : 5-100

Vguarant [ml] : 0.5-100

02 [Vol%] : 21-100%

02 Flush [Vol.%)] : 23-100 %

Pmanual [mbar] : 4-70 mbar

HfFreq [Hz] : 5-20

IE: 1:20

Flow [/min] : 5-30

NIV {(nCPAP / duoPAP) Setting Ranges and Parameters:

I-time [sec] - 0.2-15

E-time [sec] : 0.2- 30

Frequency [1/min] : 2-60

CPAP [mbar] : 2-12

Pmanual [mbar] : 5-15

02 [Vol.%] :21-100%

02 flush [%] : 23-100%

Delta Pressure range: 4 to 180 mbar

Mean airway range: 0 to 35 mbar

Monitoring on Integrated graphic Screen :

Volume: Tidal Volume, Minute Volume, Leakage %

Pressure: P-Peak, P-mean, PEEP, Pressure barograph

Rate: Set, total, spontaneous

Lung function: R, C, RC(Time constant)

Flow, pressure waveforms.

Trend Display: Fi02, Minute volume, Mean pressure, Compliance,
Resistance upto 24 hrs.

Alarm & others

Three level — advice, caution, warning-alarm.philoscphy

Alarms for high /low pressure, high/low minute volume, low 02,
device failure, gas supply failure, Respiratory Rate, CPAP pressure,
Airway Pressure, Apnea Detection, and Leak.

Log: up to 100 alarms on first in first out basis

Future upgradeable for new software and hardware

Gas delivery system by soundless (not more than 50 decibel at 1
meter distance) external integrated compressor from the same
manufacturer/fOEM of ventilator. In case of compressor failure it
should also be operable with compressed airfoxygen supply of 45 to
60 psi. (To be priced separately)
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Replacement guarantee should be provided for battery, flow
sensors, expiratory valve and oxygen sensor for the entire 3 years
warranty period

Humidifier with Infant/Necnate Chamber. The humidifier may be
Standalone / inbuilt

Compact high performance, micro processor controlled dual servo
control humidifier for highest protection of neonatal & infant airway.

Digital display and audio visual alarm safety cut-off

Power Requirements:

Voltage : 220 V 50Hz

Battery backup:not less than 15 min

Scope of supply:

Maobile Troliey

Air connecting Hose- 5m

Oxygen connecting Hose -5m

Humidifier and Patient Chamber- Infant/Neonate

Dual Airway temperature sensor

Reusable infant and necnatal patient circuit- QTYZ2 each

Testlung - QTY?2

Flow sensor Qty 2 (Extra)

PEEP valve should be built in

Patient circuit should have a separate inspiratory and expiratory limb
with water traps

OPTIONAL TO BE PRICED SEPARATELY:-

Mobile Trolley

Air connecting Hose- 5M

Oxygen-connecting Hose -5M

Humidifier and Patient Chamber- Infant/Neonate

Dual Airway temperature sensor

Reusable infant and neonatal patient circuit

Test tung

etCO2

SPO2

TERMS AND CONDITIONS

DOCUMENTATION

Operating Manual (in original) soft and hard copies

Service Manual (in original).soft and hard copies include
Maintenance, Troubleshooting, Electronic boards schematics, and
parts list.

Price listing of all spares and accessories

STANDERDS: Must be submitted with the offer ,with valid dates
not less than 6 months

1-For the Manufacturer & Equipment: Equipment should be FDA,
European CE, UL or BIS approved product. Certificate should be
submitted.Certified quality management system for medical devices
{e.g. I1ISO 13485:2016 Medical devices — Quality management
systems — Requirements for regulatory purposes). General quality
management (e.g. 1SO 9001:2015 Quality management systems —
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Requirements). Application of risk management to medical devices
{e.g. 1SO 14971:2019 Medical devices — Application of risk
management to medical devices)

2- Regulatory approval/certification: Free sales certificate (FSC) or
certificate for exportation of medical device provided by the authority
in manufacturing country. Proof of regulatory compliance, as
appropriate, per the product’s risk classification {e.g. Food and Drug
Administration [FDA] andfor Conformite Européenne [CE]). National
local regulatory approval (of recipient country, as applicable) should
be submitted

3-Manufacturer should have 1SO certification for quality standards
.certificate should be submitted.

| TRAINING

On-site training of 4 x operators to departmental faculty and staff for
optimum usage till satisfaction.

INSPECTION

Inspection Authority: Biomedical Engineering Unit

Shall inspect and test and where necessary reject the equipments
after its arrival at the Hospital

Installation

Installation, Testing, Commissioning & Handing-over including site
preperation if needed

Warranty

Warranty: 3 years, on site comprehensive warranty (labour & spares
covering.all parts of the units and items supplied), from the date of
issue of installation certificate by Biomedical Engineering Unit

95% uptime guarantee should be given. In case downtime exceeds
5%, penalty in the form of extended warranty, double the number of
days for which the equipment goes out of service will be applied.

In case of agency removed from the agent or trasnferred to other
company, the old agent should be responsible of all warranty
Implications, such as service , spare parts ,,, etc

Should perform yearly calibration and preventive maintenance
during warranty & if entered into AMC (includes unlimited breakdown
calls) /CMC (which will include spare replacement, consumable
spares, breakdown calls).

MAINTENANCE & REPAIR

The supplier must ensure the availability of expertise service and
maintenance The vendor should submit company profile including
names and No. of engineers, training certifications preferably on the
same product.

The system should be upgradable and all spare parts should be
available for next 10 years after commissioning

Application and service softwares must be provided to the
Biomedical Engineering unit free of charge / or must be on demand

TERMS AND CONDITIONS

The Supplied equipment should be complete with all accessories
and consumables needed to work completely as specified

Country of origin should be clear in the offer
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Country of source should be clear in the offer

Date of manufacturing should be clear in the offer

Original catalogue and detailed scientific literature of the guoted
model to be enclosed.

Number of units installed in Palestine if any (a list of the same model
with serial number and location).

The offer will not be taken in consideration in case of incomplete
compliance sheet or any conflict between the catalogue/data sheet
submitted and the compliance sheet

The Vendor should submit Agency Agreement, or Sole distribution
agreement or Authorization letter for sale and maintenance from
Manufacturer, and it should have trained Engineer on this Machine)

Company must be registed in MOH

Company should submitt its profile (Establish date, Number of
emploees, Number of Engineers, Traing cerificates for the
Engineers for this ltem, Place, " If company from Gaza or out side
Palestine it should have a branch or mention the representative
company in West bank with Signed agreement to repair the machine
and deliver spare parts and vice versa").

Equipments should have PSI Approval Certificate prior to bidding.

ITEM#:3

QTY :

3

Automated Coagulation Timer (A.C.T Machine)

CHECK LIST

DEVIATIONS

Good brand name , Well known USA, EUR or Japan brand with
good reputation

To be used in Neonane CVOR, Cardiac Cath Lab, ECMO,
Emergency Department , Critical Care Units, Dialysis, Neonatal,
Surgical Unit, Anticoagulation Clinic.

Used to Measure the Following:

ACT+ : Silica and kaolin based Activated Clotting

HITT, HNTT

PT : Prothrombin

Citrate PT : Prothrombin

APTT : Activated Partial Thromboplastin

Citrate APTT : Activated Partial Thromboplastin

Should have rapid-count technclogy to expedites the endpoint and
save time.

Should measures heparin effects from 1.0 to 6.0 u/mL of blood

Heparin Sensitivity: (0.0 to 2.5 u/mL of blood)

Should perform both a Prothrombin Time {PT) and an Activated
Partial Thromboplastin Time (APTT) to check both coagulation
pathways

Should give the effective INR range of 0.8 to 10.0

Sample Type: Whole blood or a fingerstick sample

Ability to scan cuvette and QC lot information, patient identification
(P1D) and operator ID (OID)
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Integrated barcode scanner included

Direct connection to Ethernet and HIS system.

Large clrear LCD Display

Touchpad to control the setting and user operation.

No sample preparation required

Single-use cuvettes

Cuvettes storage & expiry date should be mentioned clearly.

Result time should be mentioned, Lower time is preferable.

All kind of cuvettes, reagents, QC check cuvettes or reagents,
any disposables needed should be mentioned & priced
separately.

MUST

Including:

Thermal Printer with 50 paper rolls

1000 ACT+ single use cuvettes.

Quality Controls (15 vials/box)

OPTIONAL TO BE PRICED SEPARATELY:-

Thermal Printer with 5C paper rolls

Single use cuvettes for all measurements.

All kind of cuvettes, reagents, QC check cuvettes or reagents, any
disposables needed

DOCUMENTATION

Operating Manual (in original) soft and hard copies

Service Manual (in original).soft and hard copies include
Maintenance, Troubleshooting, Electronic boards schematics, and
parts list.

Price listing of all spares and accessories

STANDERDS: Must be submitted with the offer ,with valid dates
not less than 6 months

1-Far the Manufacturer & Equipment: Equipment should be FDA,
European CE, UL or BIS approved product. Certificate should be
submitted.Certified quality management system for medical devices
{e.g. 1SO 13485:2016 Medical devices — Quality management
systems — Requirements for regulatory purposes). General quality
management {e.g. ISO 8001:2015 Qualty management systems —
Requirements). Application of risk management to medical devices
{e.g. 1SO 14971:2019 Medical devices — Application of risk
management to medical devices)

2- Regulatory approval/certification: Free sales certificate (FSC) or
certificate for exportation of medical device provided by the authority
in manufacturing country. Proof of regulatory compliance, as
appropriate, per the product's risk classification (e.g. Food and Drug
Administration [F DA] and/or Conformité Européenne [CE]). National
local regulatory approval (of recipient country, as applicable) should
be submitted

3-Manufacturer should have I1SO certification for quality standards
certificate should be submitted.

TRAINING

On-site training of 4 x operators to departmental faculty and staff for
optimum usage tili satisfaction.
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INSPECTION

Inspection Autharity: Biomedical Engineering Unit

Shall inspect and test and where necessary reject the equipments
after its arrival at the Hospital

installation

Installation, Testing, Commissioning & Handing-over including site
preperation if needed

Warranty

Warranty: 3 years, on site comprehensive warranty (labour & spares
covering all parts of the units and items supplied), from the date of
issue of installation certificate by Biomedical Engineering Unit

95% uptime guarantee should be given. In case downtime exceeds
5%, penalty in the form of extended warranty, double the number of
days for which the equipment goes out of service will be applied.

In case of agency removed from the agent or trasnferred to other
company, the old agent should be responsible of all warranty
Implications, such as service , spare parts ,, etc

MAINTENANCE & REPAIR

The supplier must ensure the availability of expertise service and
maintenance The vendor should submit company profile including
names and No. of engineers, training cetifications preferably on the
same product.

The system should be upgradable and ail spare parts should be
available for next 10 years after commissioning

Application and service softwares must be provided to the
Biomedical Engineering unit free of charge / or must be on demand

TERMS AND CONDITIONS

The Supplied equipment should be complete with all accessories
and consumables needed to work completely as specified

Country of origin should be clear in the offer

Country of source should be clear in the offer

Date of manufacturing should be clear in the offer

Original catalogue and detailed scientific literature of the quoted
maodel to be enclosed.

Number of units installed in Palestine if any (a list of the same model
with serial number and location).

The offer will not be taken in consideration in case of incomplete
compliance sheet or any conflict between the catalogue/data sheet
submitted and the compliance sheet

The Vendor should submit Agency Agreement, or Sole distribution
agreement or Authorization letter for sale and maintenance from
Manufacturer, and it should have trained Engineer on this Maching)

Company must be registed in MOH

Company should submitt its profile (Establish date, Number of
emploees, Number of Engineers, Traing certificates for the
Engineers for this Item, Place, " If company from Gaza or out side
Palestine it should have a branch or mention the representative
company in West bank with Signed agreement to repair the machine
and deliver spare pars and vice versa").
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Equipment should have PS| Approval prior to bidding.

Country of source should be clear in the offer

Date of manufacturing should be clear in the offer

Original catalogue and detailed scientific literature of the quoted
maodel to be enclosed.

Number of units installed in Palestine if any (a list of the same model
with serial number and location).

The offer will not be taken in consideration in ¢ase of incomplete
compliance sheet or any conflict between the catalogue/data sheet
submitted and the compliance sheet

The Vendor should submit Agency Agreement, or Scle distribution
agreement or Authorization letter for sale and maintenance from
Manufacturer, and it should have trained Engineer on this Machine)

Company must be registed in MOH

Company should submitt its profile (Establish date, Number of
emploees, Number of Engineers, Traing certificates for the
Engineers for this Item, Place, " If company from Gaza or out side
Palestine it should have a branch or mention the representative
company in West bank with Signed agreement to repair the machine
and deliver spare parts and vice versa").

Equipments should have PSI Approval Certificate prior to bidding.

ITEM #:4

QTY : 14

AIR MATRESS

COMPLIANCE

DEVIATIONS

Good brand name , Well known USA, EUR or Japan brand with
good reputation

To be used with Pediatric Beds

Suitable for the rehabilitating pediatric patient

Including control unit and mattress

Full automatic operation.

Cycle control Purpose designed distributor valve supplylng operating
air to inflatable cells

Alternating Pressure Complete Mattress

Sacral and heel areas protection against tissue breakdown.

Audible and visual alarms.

Maximum patient weight 250kg

Mattress dimensions while Inflated (160L*70W*25H) mm

Average pressures of one mmHg over a proven 7.5 minute three
cell cycle

Soft wipe clean cover to reduces shear and friction

Push button facility for Step Down Mode

With bed hangers

Power Unit 220V/50 Hz.

Electrical safety Conforms toEN60601-1, EN60601-1-2 UL2601

Classification Class1, Type 8

To Be Priced Separately:

Pump
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Motor

Mattresses All sizes.

DOCUMENTATION

1.0perating Manual (in original) soft and hard copies

2. Service Manual {in original).soft and hard copies include
Maintenance, Trouble shooting, Electronic boards schematics, and
Spare parts list.

STANDERDS:

1-Equipment should be FDA or CE approved. Certificate should be
submitted.

2. Manufacturer should have |SO certification for quality standards
.certificate should be submitted.

TRAINING

Training of 4 x operators to an extent to enable them to operate and
common fault finding in concerned hospitalfunit without any
additional cost.

INSPECTION

1. Inspection Authority: Biomedical Engineering Unit

2. Shall inspect and test and where necessary reject the equipments
after its arrival at the Hospital.

Installation

Installation, Testing, Commissioning & Handing-over including site
preperation if needed

Warranty

1.Warranty:2 years on site comprehensive warranty (labour & spares
covering all parts of the units and items supplied), from the date of
issue of installation certificate by Biomedical Engineering Unit

2. Warranty should be for 30 months from delivery at least if the site
is not ready to accept the equipment.

3. 95% uptime guarantee should be given. In case downtime
exceeds 5%, penalty in the form of extended warranty, double the
number of days for which the equipment goes out of service will be
applied.

MAINTENANCE & REPAIR

The seller will guarantee to supply the necessary spares for next at
least 10 years from the date of final acceptance of the system, if so
required by PN.

TERMS AND CONDITIONS

1- Company must submit registration certificate from MOH

2.The Supplied equipment should be complete with all accessories
and consumables needed to work completely as specified

3.Country of origin should be clear in the offer

4.Country of source should be clear in the offer

5.Date of manufacturing should be clear in the offer

6. Complete and original New catalogue including data sheet is
attached with the offer.

7. Number of units installed in Palestine if any (a list of the same
model with serial number and location).
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8.The offer will not be taken in consideration in case of incomplete
compliance sheet or any coenflict between the catalogue/data sheet
submitted and the compliance sheet

9. The Vendor should submit Agency Agreement, or Sole distribution
agreement or Authorization letter for sale and maintenance.

10.Company must be registed in MOH

11.Company should submitt its profile (Establish date, Number of
emploees, Number of Engineers, Traing certificates for the
Engineers for this Item, Place, " If company from Gaza or out side
Palestine it should have a branch or mention the representative
company in West bank with Signed agreement to repair the machine
and deliver spare parts and vice versa"),

12. Equipments should have PSI| Approval Certificate prior to
bidding. :

ITEM#:5

QTY :

2

WARMFNG BLANKET WITH WARMING UNIT

COMPLIANCE

-DEVIATIONS

Good brand name , Well known USA, EUR or Japan brand with
good reputation

Used in Cardiac Surgery Pediatric Ward

Application: keeps patient warm , which minimize post-surgical
complications and recovery times

Temprature setting: 30-45 °C, High, Medium and low.

Warm up time: to Air temprature 38°C, not more than 30 second.

Hose: Not less than1.5 m collapsible.

including Filter for warming unit

AC Power: 220v/ 50hz

Current draw: 10 A

Heater size: 1000 watts

Air flow rate : Approximetly 55 CFM

Noise level: less than 45db

HEPA filter to reduce airborne particulates {99.97% efficient at 0.3
microns).

Safety alarm and shutoff if temperature exceeds 45°C.

Pediatric warming blanket: (uninflated)

Upper body: 70 W x 160L cm : 2 case for each

Lower body: 90W x 140L cm : 2 case for each

Underbody(Full body) : 80W x 1801 cm :2 case for each

Construction: consisting of polyethylene film inner layer and non
waoven outer layers (Latex free)

complete with the folowing:

Upper body blanket with head drape

Lower body blanket

Full body blanket

HEPA fiiter for warming unit

Mobile cart trolley with basket

otk 13 3
Er TRy

Aalan o 7 ol) WakaB 5 at
FFSTIRTICTT IS JE

g 29 -08- 03 @




69

Cihablatall J g3 ;adtadl sl

OPTIONAL TO BE PRICED SEPARATELY ( Will he taken in consedration in
technical & financial analysis):-

Upper body blanket with head drape

Lower body blanket

pediatric blanket

HEPA filter for warming unit

Mobile cart trolley with basket

Sterile Cardiac warming blanket

DOCUMENTATION

Operating Manual (in original) soft and hard copies

Service Manual (in original).soft and hard copies include
Maintenance, Troubleshooting, Electronic boards schematics, and
parts list.

Price listing of all spares and accessories

STANDERDS: Must be submitted with the offer ,with valid dates
not less than 6 months

1-For the Manufacturer & Equipment. Equipment should be FDA,
European CE, UL or BIS approved product. Certificate should be
submitted.Certified quality management system for medical devices
{e.g. 1SO 13485:2016 Medical devices — Quality management
systems — Requirements for regulatory purpeses). General quality
management {e.g. ISO 9001:2015 Quality management systems —
Requirements). Application of risk management to medical devices
(e.g. ISO 14971:2019 Medical devices — Application of risk
management to medical devices)

2- Regulatory approvalicertification: Free sales certificate (FSC) or
certificate for exportation of medical device provided by the authority
in manufacturing country. Proof of regulatory compliance, as
appropriate, per the product's risk classification (e.g. Food and Drug
Administration [FDA] and/or Conformite Eurcpéenne {CE}). National
local regulatory approval (of recipient country, as applicable) should
be submitted

3-Manufacturer should have ISO certification for quality standards
.certificate should be submitted.

TRAINING

On-site training of 4 x operators to departmental faculty and staff for
optimum usage till satisfaction.

INSPECTION

Inspection Authority: Biomedical Engineering Unit

Shall inspect and test and where necessary reject the equipments
after its arrival at the Hospital

Installation

Installation, Testing, Commissioning & Handing-over including site
preperation if needed

Warranty

Warranty: 3 years, on site comprehensive warranty (labour & spares
covering all parts of the units and iterns supplied}, from the date of
issue of installation certificate by Biomedical Engineering Unit
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95% uptime guarantee should be given. In case downtime exceeds
5%, penalty in the form of extended warranty, double the number of
days for which the equipment goes out of service will be applied.

In case of agency removed from the agent or trasnferred to other
company, the old agent should be responsible of all warranty
Implications, such as service , spare parts ,,, etc

MAINTENANCE & REPAIR

The supplier must ensure the availability of expertise service and
maintenance The vendor should submit company profile including
names and No. of engineers, training certifications preferably on the
same product.

The system should be upgradable and all spare parts should be
available for next 10 years after commissioning

Application and service softwares must be provided to the
Biomedical Engineering unit free of charge / or must be on demand

TERMS AND CONDITIONS

The Supplied equipment should be complete with all accessories and
consumables needed to work completely as specified

Country of origin should be clear in the offer

Country of source should be clear in the offer

Date of manufacturing should be clear in the offer

Criginal catalogue and detailed scientific literature of the quoted
model to be enclosed.

Number of units installed in Palestine if any (a list of the same mode!
with serial number and location).

The offer will not be taken in consideration in case of incomplete
compliance sheet or any conflict between the catalogue/data sheet
submitted and the compliance sheet

The Vendor should submit Agency Agreement, or Sole distribution
agreement or Authorization letter for sale and maintenance from
Manufacturer, and it should have trained Engineer on this Machine)

Company must be registed in MOH

Company should submitt its profile (Establish date, Number of
emploees, Number of Engineers, Traing certificates for the
Engineers for this Item, Place, " If company from Gaza or out side
Palestine it should have a branch or mention the representative
company in West bank with Signed agreement to repair the machine
and deliver spare parts and vice versa").

Equipment should have PSI Approval prior to bidding.

Should perform yearly calibration and preventive maintenance
during warranty & if entered into AMC {includes unlimited breakdown
calls) /ICMC (which will include spare replacement, consumable
spares, breakdown calls).

MAINTENANCE & REPAIR

The supplier must ensure the availability of expertise service and
maintenance The vendor should submit company profile including
names and No. of engineers, training certifications preferably on the
same product.

The system should be upgradable and all spare parts should be

available for next 10 years after commissioning
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Application and service softwares must be provided to the
Biomedical Engineering unit free of charge / or must be on demand

TERMS AND CONDITIONS

The Supplied equipment should be complete with all accessories and
consumables needed to work completely as specified

Country of origin should be clear in the offer

Country of source should be clear in the offer

Date of manufacturing should be clear in the offer

Original catalogue and detailed scientific literature of the quoted
model to be enclosed.

Number of units installed in Palestine if any (a list of the same model
with serial number and location).

The offer will not be taken in consideration in case of incomplete
compliance sheet or any conflict between the catalogue/data sheet
submitted and the compliance sheet

The Vendor should submit Agency Agreement, or Sole distribution
agreement or Authorization letter for sale and maintenance from
Manufacturer, and it should have trained Engineer on this Machine)

Company must be registed in MOH

Company should submitt its profile (Establish date, Number of
emploees, Number of Engineers, Traing certificates for the
Engineers for this ltem, Place, " If company from Gaza or out side
Palestine it should have a branch or mention the representative
company in West bank with Signed agreement to repair the machine
and deliver spare parts and vice versa"). :

Equipments should have PSI Approval Certificate prior to bidding.

ITEM#:6

QTyY :

1

Whole Blood Oximeter Analyzer

COMPLIANCE

DEVIATIONS

Good brand name , Well known USA, EUR or Japan brand with
| good reputation

To be used in Cardiac Catheterization & Surgical procedures.

Used to Measure and Caiculate the Following:

Computes and Displays the Following:
» Fractional Oxygenation Saturation

« 02 Content

» Total Hemoglobin Concentration

* Body Surface Area

+ Estimated Oxygen Uptake

+ Cardiac Qutput {Systemic Blood Flow)

= Cardiac Index

+ Stroke Volume

» Stroke Index

* Pulmonary Blood Flow

» Total Systemic Resistance

- Total Pulmonary Resistance

* Pulmonary-to-Systemic Flow Ratio (from flows)
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* Pulmonary-to-Systemic Flow Ratio (from oxygen saturation)

Sample Type: Whole blood.

Sample volume: Arround 50pL of whole blood

Memory to save maore than 500 samples.

Sample results should be less than 10 seconds

Optics must use multiple wavelengths to vyield accurate
measurements of: Fractional 02 Saturation, 02 Content, and Total
Hemaoglobin Concentration.

Fractional O2: Saturation (%HbO2) range: 0-100%, Accuracy + 1%,
Precision: 0.5%.

Total Hemoglobin: Concentration (THb) Range: 4 to 25 gfdL,
Accuracy: < 10g/dL = 0.35 g/dL > 10g/dL = 0.45 g/dL, Precision: 0.3

gl

Oxygen Content: (O2Ct) Range: 0-35 mL O2 /dL

Sample method: two step test : Inject S0uL sample into cuvette, and
Insert cuvette into the instrument

No sample preparation required

Single-use cuvettes

Room temperature cuvette storage with no expiration date.

No Reagents or disposables other than cuvettes should be
used.

Including:

Thermal Printer with 50 paper rolls

1000 single use cuvettes.

OPTIONAL TO BE PRICED SEPARATELY:-

Thermal Printer with 50 paper rolls

1000 single use cuveties.

DOCUMENTATION

Qperating Manual {in criginal) soft and hard copies

Service Manual (in orginal).soft and hard copies include
Maintenance, Troubleshooting, Electronic boards schematics, and
parts list.

Price listing of all spares and accessories

STANDERDS: Must be submitted with the offer ,with valid dates
not less than 6 months

1-For the Manufacturer & Equipment: Equipment should be FDA,
European CE, UL or BIS approved product. Certificate should be
submitted.Certified quality management system for medical devices
{e.g. 1SO 13485:2016 Medical devices — Quality management
systems — Requirements for regulatory purposes). Generat quality
management {e.g. ISO 9001:2015 Quality management systems —
Requirements}. Application of risk management to medical devices
{e.g. I1SO 14971:2019 Medical devices — Application of risk
management to medical devices)

2- Regulatory approval/certification: Free sales certificate (FSC) or
certificate for exportation of medical device provided by the authority
in manufacturing country. Proof of regulatory compliance, as
appropriate, per the product's risk classification {e.g. Food and Drug
Administration [FDA] and/or Conformité Europeenne [CE]). National
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local regulatory approval {of recipient country, as applicable) should
be submitted

3-Manufacturer shouid have ISO certification for quality standards
.certificate should be submitted.

TRAINING

On-site training of 4 x operators to departmental faculty and staff for
optimum usage till satisfaction.

INSPECTION :

Inspection Authority: Biomedical Engineering Unit

Shall inspect and test and where necessary reject the equipments
after its arrival at the Hospital

Installation

Installation, Testing, Commissioning & Handing-over including site
preperation if needed

Warranty

Warranty: 3 years, on site comprehensive warranty (labour & spares
covering all parts of the units and items supplied), from the date of
issue of installation certificate by Biomedical Engineering Unit

95% uptime guarantee should be given. In case downtime exceeds
5%, penalty in the form of extended warranty, double the number of
days for which the equipment goes out of service will be applied.

In case of agency removed from the agent or trasnferred to other
company, the old agent should be responsible of all warranty
implications, such as service , spare parts , , elc

MAINTENANCE & REPAIR

The supplier must ensure the availability of expertise service and
maintenance The vendor should submit company profile including
names and No. of engineers, training certifications preferably on the
same product.

The system should be upgradable and all spare parts should be
available for next 10 years after commissioning

Application and service softwares must be provided to the
Biomedical Engineering unit free of charge / or must be on demand

TERMS AND CONDITIONS

The Supplied equipment should be complete with all accessories
and consumables needed to work completely as specified

Country of origin should be clear in the offer

Country of source should be clear in the offer

Date of manufacturing should be clear in the offer

Crigina! catalogue and detailed scientific literature of the quoted
model to be enclosed.

Number of units installed in Palestine if any (a list of the same mode!
with serial number and location).

The offer will not be taken in consideration in case of incomplete
compliance sheet or any conflict between the catalogue/data sheet
submitted and the compliance sheet

The Vendor should submit Agency Agreement, or Sole distribution
agreement or Authorization letter for sale and maintenance from
Manufacturer, and it should have trained Engineer on this Machine)
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Company must be registed in MOH

Company should submitt its profile {Establish date, Number of
| emploees, Number of Engineers, Traing certificates for the
Engineers for this ltem, Place, " If company from Gaza or out side
Palestine it should have a branch or mention the representative
company in West bank with Signed agreement to repair the machine
and deliver spare paris and vice versa").

Equipment should have PSI Approval prior to bidding.

ITEM #:7

QTY :8

CURTAIN

Data Sheet

DEVIATIONS

Good brand name

Made from tubular medical grade stainless steel tube and powder
painted

3 panels

Curtains are made of washable antibacterial material and can be
easily removed for washing and disinficting.

Castors

Each panel Approx: 100W * 1850H mm

Panels are foldable, with stable base construction at every panel.

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

New catalogue including data sheet is attached with the offer.

Warranty 2 years from installation.

The equipment must pass the acceptance test of MOH biomedical
Engineering unit,

Your offer will not be taken in consideration if any conflict between the catalogue/data sheet submitted and the check

list

THE TOTAL PRICE IN FINANCIAL OFFER SHOULD INCLUDE ALL ABOVE

ITEM #:38

QTY : 1

Portable Echocardiography Machine with Color Doppler, TEE &
Peripheral Doppler

COMPLIANCE

DEVIATIONS

Good brand name , Well known USA, EUR or Japan brand with
i good reputation

High Performance Portable (Laptob Style) Echocardiography
System

Should have FDA with 510k certificate and/or CE with free sales
certificates certificates.

Fully digital cardiovascular ultrasound system

Modes of operation:B-Mode, M-Mode, Color M-Mode, Anatomical M
Mode, Color Doppler, PW Doppler, HPRF Doppler, CW Doppler,

Steerable Doppler, Power Doppler, Tissue Doppler Imaging.
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System has the ability to operate alt cardiac transducers: Aduit
Sector, Pediatric Sector, Neonates Sector, Multiplane Adult TEE,
Multiplane pediatric TEE

System has the ability to operate all cardiac transducers: Adult
Sector, Pediatric Sector, Neonates Sector, Multiplane Adult TEE,
Multiplane pediatric TEE

System must be offered with a minimum of 800000 digital processed
channels.

High Definition imaging Capability

Adjust control panel and monitor {up-and-in, down-and-out)

Mobile on Castors with brakes

Small Footprint

Processing all the RF channel data capability

15” high resolution LCD Screen

Battery operation for one hour full scanning

Fully customizable console with Digital TGC.

Ability to display images from different studies side by side

Offline analysis and processing allowing the user to change the
following settings ;2D gain, Grey scale maps, Zooming, 2D image
processing, ATO, Color gain, color maps, Color Baseline, M mode
gain, M mode map, Anatomical M-Mode, Doppler gain, Doppler
maps, Doppler baseline, rejection, Doppler Compression, All
measurements

Complete Cardiac measurements and Analysis package

40 TEE Capabilities

High frame rates of up to 1000 fps

Coded Tissue Harmonic Imaging with up to 6 different Harmonic
frequencies for each Probe

Dual Focusing Transmit Technology

Maximum Depth of view up to 30cm

Coded Tissue Harmonic Imaging with up to & different Harmonic
frequencies for each Probe

Triple Mode Simultaneity

Automatic Tissue Optimization

Automatic Spectral Doppler Optimization

Coded Phase Inversion technology for (LVO) applications

Automatic Calculation for (IMT) for vascular applications

Compound Imaging for Non-Cardiac Probes

Tissue Doppler Imaging

Tissue Velocity Imaging

Tissue Tracking with color coded presentation of Myocardial systolic
displacement

Digital Acquisition and retrieval of the original image quality

Archiving database management system allows the storing and
reviewing of images and loops in their raw format.

Tissue Specific Imaging Capability

Auto Doppler Trace

Color Tagging, color Capture
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ECG capability

Pan/ Zoom

Footswitch

Body Markers

Help Function

Automatic Tissue Optimization

Automatic Spectral Doppler Optimization

Coded Phase Inversion technology for {LVO) applications

Automatic Calculation for (IMT) for vascular applications

Compound Imaging for Non-Cardiac Probes

Tissue Synchronization Imaging

Auto EF (Automatically assesses left ventricular ejection fraction)

Tissue Velocity imaging

Capable to evaluate of LV wall contraction, assess and quantify left
ventricle longitudinal wall contraction.

Digital Acquisition and retrieval of the original image guality

Archiving database management system allows the storing and
reviewing of images and loops in their raw format.

Ability to display images from different studies side by side

Complete Cardiacvascular measurements and Analysis package

CD/DVD R/W, USB, and integrated 500 GB-HD drives

Ability to export files to all of the following formats: Jpg, Bmp. Mpeg,
AV

Complete DICOM 3.0

Wider field-of-view with phased array probes

Ability to be connected to HIS LIS, PACS

Battery backup for standby

Cardiology transducer with either single crystal technology or
pure wave technology or matrix. Please mention the technology
used in the transducer

Alf Licenses for hardware, software, software CDs, software
packages should be submitted upon installation.

Training for not less than 5 Working days onsite, Application
trainig should be done by certified person.

Including the following Probes:

3-8 MHz Broadband pediatric echo transducer for pediatric and small
adult cardiology. Pediatric Cardiac Sector Probe

3-8 MHz Broadband pediatric echo transducer for pediatric and small
adult cardiclogy. Neonatal Cardiac Sector Probe

Pediatric Multiplane TEE Probe

PARTS TO BE PRICED SEPARATELY:-

MUST

Pediatric Cardiac Sector Probe

Neonatal Cardiac Probe

Pediatric Multiplane TEE Probe

Trolley {(Should be priced separately in the offer.)

Printer and DICOM

Software Package
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4D (Live 3D) Echo matrix transducer for adult 4D (Live 3D} with
frequency ranging from 1-5x1 MHz. This probe must support a
minimum of 2000 elements.

D {(3D) Echo matrix TEE transducer for Adult 4D (3D) with
frequency ranging from 2-7 MHz.

Extra Two years Warranty

Active Matrix 4D Volume TEE Transducer

Pediatric Cardiac Sector Probe

Battery backup for standby

B/W thermal printer

Footswitch

DOCUMENTATION

Operating Manual (in criginal) soft and hard copies

Service Manual ({in original).soft and hard copies include
Maintenance, Troubleshooting, Electronic boards schematics, and
parts list.

Price listing of all spares and accessories

STANDERDS: Must be submitted with the offer ,with valid dates
not less than 6 months

1-For the Manufacturer & Equipment: Equipment should be FDA,
European CE, UL or BIS approved product. Certificate should be
submitted.Certified quality management system for medical devices
(e.g. 1SO 13485:2016 Medical devices - Quality management
systerns — Requirements for regulatory purposes). General quality
management (e.g. 1SO 9001:2015 Quality management systems —
Requirements). Application of risk management to medical devices
(e.g. ISO 149712019 Medical devices — Application of risk
management tomedical devices)

2- Regulatory approvalicertification: Free sales cerificate (FSC) or
certificate for exportation of medical device provided by the authority
in manufacturing country. Proof of regulatory compliance, as
appropriate, per the product’s risk classification (e.g. Food and Drug
Administration [FDA] and/or Conformité Européenne [CE]). National
local regulatory approval {of recipient country, as applicable) should
he submitted

3-Manufacturer should have 1SO certification for quality standards
.certificate should be submitted.

TRAINING

On-site training of 4 x operaters to departmental faculty and staff for
optimum usage till satisfaction.

INSPECTION

Inspection Authority: Biomedical Engineering Unit

Shall inspect and test and where necessary reject the equipments
after its arrival at the Hospital

Installation

Installation, Testing, Commissioning & Handing-over including site
preperation if needed

Warranty
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Warranty: 3 years, on site comprehensive warranty (labour & spares
covering all parts of the units and items supplied), from the date of
issue of installation certificate by Biomedical Engineering Unit

95% uptime guarantee should be given. In case downtime exceeds
5%, penalty in the form of extended warranty, double the number of
days for which the equipment goes out of service will be applied.

In case of agency removed from the agent or trasnferred to other
company, the old agent should be responsible of all warranty
Implications, such as service , spare pans ,,, etc

MAINTENANCE & REPAIR

The supplier must ensure the availability of expertise service and
maintenance The vendor should submit company profile including
names and No. of engineers, training certifications preferably on the
same product.

The system should be upgradable and all spare parts should be
available for next 10 years after commissioning

Application and service softwares must be provided to the
Biomedical Engineering unit free of charge / or must be on demand

TERMS AND CONDITIONS

The Supplied equipment should be complete with all accessories
and consumables needed to work completely as specified

Country of origin should be clear in the offer

Country of source shauld be clear in the offer

Date of manufacturing should be clear in the offer

Original catalogue and detailed scientific literature of the quoted
model to be enclosed.

‘Number of units installed in Palestine if any (a list of the same model
with serial number and location).

The offer will not be taken in consideration in case of incomplete
compliance sheet or any conflict between the catalogue/data sheet
submitted and the compliance sheet

The Vendor should submit Agency Agreement, or Sole distribution
agreement or Authorization letter for sale and maintenance from
Manufacturer, and it should have frained Engineer on this Machine)

Company must be registed in MOH

Company should submitt its profite (Establish date, Number of
emploees, Number of Engineers, Traing certificates for the
Engineers for this item, Place, " If company from Gaza or out side
Palestine it should have a branch or mention the representative
company in West bank with Signed agreement to repair the machine
and deliver spare parts and vice versa").

Equipment should have PS| Approval prior to bidding.

— Las ™
ARG )5

walalt p 7 a0 Watalt 3 Juitt
2255 )1 SheManh s )55

TN




79 Cllbial O gan - aobaall andll
ITEM #- 9 QTY: 10
ELECTRIC ICU BED FOR PEDIATRICS COMPLIANGE DEVIATIONS

Good brand name , Well known USA, EUR or Japan brand with
good reputation

Type: Full fowler electric bed with 3 motor at least.

4-sectioned patient surface

306 Medical Stainless steel sections

The bed frame construction must be made of 6cmX3cmX16G ERW
carbon rectangular steel tubes.

Operated: Electrically with remote control.

Max .working load not less than 100Kg

Trendelenburg : 16 deg min

Reverse Trendelenburg (12 deg min

Head and back board made from strong ABS or medical grade plastic

Hand piece remote control for all Movements, from both sides

Dimension:

Length with buffers about 1800mm

Width with buffers about 1000mm

High variable from about 400-800mm

Movements: Rising backrest

Fowler

Cardiac

Vascular

Auto-counter and auto CPR facilities

Automatic push bottin CPR levers

Battery back-up on all electricai movements

Braking system : four wheels rolling and swiveling locked Operated:
Electrically

Castor diameter: 150 mm

4 horizontal corner protective bumpers

Pair of side rails mounted all over the bed ( one piece )

Side rail height above platform 340 mm

One bed should be equiped with pressure relieving mattress

Accessories:

Mattress

High (Not less than 40cm) Stainless steel or any transperant platform
safety side rails.

02 cylinder holder

Padded cot sides for the pediatric patient safety

Transfusion pole IV. Pole

Rechargeable battery

TERMS AND CONDITIONS

DOCUMENTATION

Operating Manual (in original) soft and hard copies

Service Manual (in original).soft and hard copies include Maintenance,
Troubleshooting, Electronic boards schematics, and parts list.

Price listing of all spares and accessories

Halak o 3 ol) Balal 51000
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STANDERDS: Must be submitted with the offer ,with valid dates
not less than 6 months

1-For the Manufacturer & Equipment: Egquipment should be FDA,
European CE, UL or BIS approved product. Certificate should be
submitted.Certified quality management system for medical devices
(e.g. 1SO 13485:2016 Medical devices — Quality management systems
— Requirements for regulatory purposes). General quality management
(e.g. 1ISO 9001:2015 Quality management systems — Requirements).
Application of risk management to medical devices (e.g. !SO
14971:2019 Medical devices — Application of risk management to
medical devices)

2- Regulatory approvalicertification: Free sales certificate (FSC) or
certificate for exportation of medical device provided by the authority in
manufacturing country. Proof of regulatory compliance, as appropriate,
per the product’s risk classification (e.g. Food and Drug Administration
[FDA] and/or Conformité Européenne [CE]). National locai regulatory
approval {of recipient country, as applicable) should be submitted

3-Manufacturer should have ISO cerification for quality standards
.certificate should be submitted.

TRAINING

On-site training of 4 x operators to departmental faculty and staff for
optimum usage till satisfaction.

INSPECTION

Inspection Autherity. Biomedical Engineering Unit

Shall inspect and test and where necessary reject the equipments after
its arrival at the Hospital

installation

Installation, Testing, Commissioning & Handing-over including site
preperation if needed

Warranty

Warranty: 2 years, on site comprehensive warranty (labour & spares
covering all parts of the units and items supplied), from the date of
issue of installation certificate by Biomedical Engineering Unit

85% uptime guarantee should be given. In case downtime exceeds 5%,
penalty in the form of extended warranty, double the number of days
for which the equipment goes out of service will be applied.

In case of agency removed from the agent or trasnferred to other
company, the old agent should be responsible of all warranty
Implications, such as service , spare parts ,,, etc

MAINTENANCE & REPAIR

The supplier must ensure the availability of expertise service and
maintenance The vendor should submit company profile including
names and No. of engineers, training certifications preferably on the
same product.

The systern should be upgradable and all spare parts should be
available for next 10 years after commissioning

Application and service softwares must be provided to the Biomedical
Engineering unit free of charge / or must be on demand

TERMS AND CONDITIONS
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The Supplied equipment should be complete with all accessories and
consumables needed to work completely as specified

Country of origin should be clear in the offer

Country of source should be clear in the offer

Date of manufacturing should be clear in the offer

Original catalogue and detailed scientific literature of the quoted model
to be enclosed.

Number of units installed in Palestine if any (a list of the same model
with serial number and location).

The offer will not be taken in consideration in case of incomplete
compliance sheet or any conflict between the catalogue/data sheet
submitted and the compliance sheet

The Vendor should submit Agency Agreement, or Sole distribution
agreement or Authorization letter for sale and maintenance from
Manufacturer, and it should have trained Engineer on this Machine)

Company must be registed in MOH

Company should submitt its profile (Establish date, Number of
emploees, Number of Engineers, Traing certificates for the Engineers
for this Item, Place, " If company from Gaza or out side Palestine it
should have a branch or mention the representative company in West
bank with Signed agreement to repair the machine and deliver spare
parts and vice versa").

Equipments should have PSI Approval Certificate prior to bidding.

ITEM#:10

QTY: 2

NON-INVASIVE VASCULAR ULTRASOUND DOPPLER

COMPLIANCE DEVIATIONS

Good brand name , Well known USA, EUR or Japan brand with
good reputation

Portable vascular Doppler with frequency analysis for early diagnosis
of vascular disease.

Frequency analysis maode.

ABI and PVR studies for macrovesse! assessment.

PPG Toe pressures for microvessel assessment.

Real-time waveform LCD - displays the waveform before printing.

Applicable for Multi probe.

Main Unit Freq. ranges: 200 Hz to 5 kHz. Approx.

Probe Freq ranges: 350Hz to 3.5 KHz Approx

TFT LCD displays the wave of the instant blood flow average velocity
and strength.

Loudspeaker, single channel

Automatic shut off.

Freeze mode.

Battery operated.

Full charge life: not less than 3 hours.

Built in thermal printer.

Time scale: Arterial: 0.2 sec/div; Venous: 1 sec/div.

g_ﬁ-hm.—-l..! a.............l’,x
343 45

waladt 2 3ol Tl 5 laits
S P ik lonly 3 300

g 29 -08- 2023 @




82

Glllaiall Jgan taolud) sl

Including:

Rechargeable battery.

Vascular Probs: 10+5 MHz

Disinfection spray (1 bottle)

Ultrasound gel (5 tubes)

Thermal paper (5 rolls)

AC adaptor

Vascular Cuffs: 2.5¢cm digital/penile cuff

7.5cm transmetatarsal cuff

12cm lower extremity cuff

The doppler bag (Carrying Case with all accessories)

OPTIONAL TO BE PRICED SEPARATELY:-

Rechargeable battery.

Probes.

Ultrasound gel (5 tubes)

Thermal paper (5 rolls)

DOCUMENTATION

1.0Operating Manual {in original) soft and hard copies

2. Service Manual (in original).soft and hard copies include
Maintenance, Troubleshooting, Electronic boards schematics, and
parts list.

3.Price listing of all spares and accessories

STANDERDS: Must be submitted with the offer ,with valid dates
not less than 6 months

1-Equipment should be FDA, European CE, UL or BIS approved
product. Certificate should be submitted.

2- CE free sale certificate should be submitted

3-Manufacturer should have ISQO certification for quality standards
.certificate should be submitted.

TRAINING

On-site training of 4 x operators to departmental faculty and staff for
optimum usage till satisfaction.

On-site training for MOH engineers for equipment troubleshooting as
well as PPM

INSPECTION

1. Inspection Authority. Biomedical Engineering Unit

2. Shall inspect and test and where necessary reject the equipments
after its arrival at the Hospital

Installation

Installation, Testing, Commissioning & Handing-over

Warranty

1.Warranty: 3 years, on site comprehensive warranty (labour & spares
covering all parts of the units and items supplied), from the date of
issue of installation certificate by Biomedical Engineering Unit

2. 95% uptime guarantee should be given. In case downtime exceeds
5%, penalty in the form of extended warranty, double the number of
days for which the equipment goes out of service will be applied.
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3. In case of agency removed from the agent or trasnferred to other
company, the old agent should be responsible of all warranty
Implications, such as service , spare parts ,,, etc

MAINTENANCE & REPAIR

1. The supplier must ensure the availability of expertise service and
maintenance The vendor should submit company profile including
names and No. of engineers, fraining certifications preferably on the
same product.

2.The system should be upgradable and all spare parts should be
available for next 10 years after commissiocning

3. Application and service softwares must be provided to the
Biomedical Engineering unit free of charge / or must be on demand

TERMS AND CONDITIONS

1.The Supplied equipment should be complete with all accessories and
consumables needed to work completely as specified

2 .Country of origin should be clear in the offer

3.Country of source should be clear in the offer

4 Date of manufacturing should be clear in the offer: The offered model
must be new , manufacturing date not more than 1 year from the tender
date

5. Original catalogue and detailed datasheet for the quoted model to be
enclosed.

6. Number of units installed in Palestine if any (a list of the same mode!
with serial number and location}.

7 The offer will not be taken in consideration in case of incemplete
compliance sheet or any conflict between the catalogue/data sheeat
submitted and the compliance sheet

8. The Vendor should submit Agency Agreement, or Sole distribution
agreement or Authorization letter for sale and maintenance.

9. Company must be registed in MOH

10.Company must be registed in MOH

11. Company should submitt its profile (Establish date, Number of
emploees, Number of Engineers, Traing certificates for the Engineers
for this Item, Place, " If company from Gaza or out side Palestine it
should have a branch or mention the representative company in West
bank with Signed agreement ta repair the machine and deliver spare
parts and vice versa").

12. Equipments should have PSI Approval Certificate prior to bidding.

ITEM #:11

QTY : 10

NEONATAL RADIANT WARMER

COMPLIANCE

DEVIATIONS

Good brand name , Well known USA, EUR or Japan brand with
good reputation

Application: Provides radiant warmth for infants suffering from sever
heat loss. It is suitable for all environments from labor to necnatal ICUs.

Radiation is beamed from a quartz heater by a parabolic reflector.

Mobile on 4 castors with break mechanism
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Microprocessor control for temperature

Audible and visual alarms for temperature (low and high) sensor |
power failure with alarm silence feature

Display for skin and control temperatures

Tiltable warmer head to easy use of mobile x- ray

Equipped with LED (Daylight) lamp

Adjustable height and base capable to move under the existing beds

Handle for movement

Including:-

Temperature sensor

2 X Spare heaters

OPTIONAL TO BE PRICED SEPARATELY:-

Heaters

TERMS AND CONDITIONS

DOCUMENTATION .

Operating Manual (in original) soft and hard copies

Service Manual (in original).soft and hard copies include Maintenance,
Troubleshooting, Electronic boards schematics, and parts list.

Price listing of all spares and accessories

STANDERDS: Must be submitted with the offer ,with valid dates
not less than 6 months

i-For the Manufacturer & Equipment; Equipment should be FDA,
European CE, UL or BIS approved product. Certificate should be
submitted.Certified quality management system for medical devices
(e.g. ISO 13485:2016 Medical devices — Quality management systems
- Requirements for regulatory purposes). General quality management
{e.g. 1SO 9001.:2015 Quality management systems — Requirements).
Application of risk management to medical devices (e.g. ISO
14971:2019 Medical devices — Application of risk management to
medical devices)

2- Regulatory approvalicertification; Free sales certificate (FSC) or
certificate for exportation of medical device provided by the authority in
manufacturing country. Proof of regulatory compliance, as appropriate,
per the product's risk classification (e.g. Food and Drug Administration
[FDA] and/or Conformité Européenne [CE]). National local regulatory
approval {of recipient country, as applicable) should be submitted

3-Manufacturer should have ISO cerification for quality standards
.certificate should be submitted.

TRAINING

On-site training of 4 x operators to departmental faculty and staff for
optimum usage till satisfaction.

INSPECTION

Inspection Authority: Biomedical Engineering Unit

Shall inspect and test and where necessary reject the equipments after
its arrival at the Hospital

Installation

installation, Testing, Commissioning & Handing-over including site
preperation if needed

Warranty
; — — ™
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Warranty: 2 years, on site comprehensive warranty (labour & spares
covering all parts of the units and items supplied), from the date of
issue of installation certificate by Biomedical Engineering Unit

In case of agency removed from the agent or trasnferred to other
company, the old agent should be responsible of all warranty
Implications, such as service , spare parts ,,, etc

Should perform yearly calibration and preventive maintenance during
warranty & if entered into AMC (includes unlimited breakdown calls)
ICMC (which will include spare replacement, consumable spares,
breakdown calls).

MAINTENANCE & REPAIR

The supplier must ensure the availability of expertise service and
maintenance The vendor should submit company profile including
names and No. of engineers, training certifications preferably on the
same product.

The system should be upgradable and all spare parts should be
available for next 10 years after commissioning

Application and service softwares must be provided to the Biomedical
Engineering unit free of charge / or must be on demand

TERMS AND CONDITIONS

The Supplied equipment should be complete with all accessories and
consumables needed to work completely as specified

Country of origin should be clear in the offer

Country of source should be clear in the offer

Date of manufacturing should be clear in the offer

Original catalogue and detailed scientific literature of the quoted model
to be enclosed.

Number of units installed in Palestine if any (a list of the same model
with serial number and location).

The offer will not be taken in consideration in case of incomplete
compliance sheet or any conflict between the catalogue/data sheet
submitted and the compliance sheet

The Vendor should submit Agency Agreement, or Sole distribution
agreement or Authorization letter for sale and maintenance from
Manufacturer, and it should have trained Engineer on this Machine)

Company must be registed in MOH

Company should submitt its profile (Establish date, Number of
emploees, Number of Engineers, Traing cerificates for the Engineers
for this Item, Place, " If company from Gaza or out side Palestine it
should have a branch or mention the representative company in West
bank with Signed agreement to repair the machine and deliver spare
parts and vice versa"). '

Equipments should have PSI Approval Certificate prior to bidding.
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ITEM #:12

QTY : 16

.V STAND

COMPLIANCE | = DEVIATIONS

Good brand name , Well known brand with good reputation

Construction: Circular stainless steel tube frame, The stand is made
of 304 medical grade stainless steel and designed without sharp edges.

Adjustable hight

Fourstainless steel hooks

5 douple wheel 5cm Casters with brake

Load Weight capacity: Not less than 10kg.

With original counter weight and balance system.

Base construction made of 5 arms made of 304 Stainless Steel

Rustproof, Washable with Disinfictants.

Complete with accessories

Country of origin

Country of source

New catalogue including data sheet is attached with the offer.

Warranty two year from installation.

The equipment must pass the acceptance test of MOH biomedical
Engineering unit.

Your offer will not be taken in consideration if any conflict between the
catalogue/data sheet submitted and the check list

THE TOTAL PRICE IN FINANCIAL OFFER SHOULD INCLUDE
ALL ABOVE

ITEM #:13

QTY : 4

INFUSIOCN WARMER PUMP

CHECK LIST

DEVIATIONS

PUMP Specifications:

Good brand name , Well known USA, EUR or Japan brand with
| good reputation

Open system for any type of sets used in MOH.

CONFIGURATION

Pump mechanism: Linear peristaltic

Number of channels:1

DISPLAY

Data displayed:Rate, infused volume, total volume, medication name,
duration, battery capacity, pressure limit, Temp set, Temp reading

PUMP CAPABILITIES

Flow range, mL/hr : 0.1-1000

Increments, ml :0.1 for all type of sets

KVO rate, mL/hr :1-5

Accuracy, % : 5

Volume to be infused: 1-8899mi in 1mi increment

VTBI selector, mL : 0.1-9,999

Fluid resistant

Front-panel lockout

IV SET

Open system infusion pump
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Set type :Standard, PVC

Free-flow protection: Required

ALARMS & INDICATORS

Occlusion upstream

Occlusion downstream

Pressure, psi 1215

Real-time display

Flow error

Air in line

Drop sensor

System malfunction

Empty reservoir

Set disengaged

Door open

Infusion complete

Low battery

AUDIBLE ALARM

Volume control

Momentary silence

EVENT LOG INCLUDED

POWER SOURCE: 220 VAC, 50 Hz & Integral Battery with with working
time not less than 90 minutes

Trumpet Curve Infusion Pump should be submitted with the offer

IP Code (Ingress Protection Code)/ Liquid ingress protection should be
IPX2 or better

Accessories: Original infusion bump stand with counter weight

Warming Specifications:

Microprocessor controlled

Adjustable Temperature

LCD Display for temp and other measurement and alarms.

Temperature setting :around 33°C to 40° C (=0.5 5 ¢)

Temperature accuracy: +1.0°C

Warm-up time . approx.60 sec

Alarm :

- Qverheat protection:42'C 1430C

- Low temperature alarm:32°C

Auto-shutoff at High temperature

Audible and visual indication low & high temperature

Protecticn against electric shock: Class |

Protection against electric shock: Defibrillation-protected

Degree of protection against ingress of liquids: IPX4 or more

Operating mode:Continuous

Warming profile:

- length 1400mm

- compatible 1V tube 3.5-5.0 mm all kinds

High performance dry heater for warming of [nfusion

User friendly interface:

Easy and quick to set up, ready to use within minutes.
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OPTIONAL TO BE PRICED SEPARATELY:-

Rechargeable Battery

Pump Motor

Dooor Access.

Drop sensor

Original Stand with counter weight

LCD Display

Control board

TERMS AND CONDITIONS

DOCUMENTATION

Operating Manual (in original) soft and hard copies

Service Manual (in original).soft and hard copies include Maintenance,
Troubleshooting, Electronic boards schematics, and parts list.

Price listing of all spares and accessories

STANDERDS: Must be submitted with the offer ,with valid dates
not less than 6 months

1-For the Manufacturer & Equipment. Equipment should be FDA,
European CE, UL or BIS approved product. Certificate should be
submitted. Certified quality management system for medical devices
{e.g. ISO 13485:2016 Medical devices - Quality management systems
— Requirements for regulatory purposes). General quality management
{e.g. IS0 9001:2015 Quality management systems — Regquirements).
Application of risk management to medical devices (e.g. I1SO
14971:2019 Medical devices — Application of risk management to
medical devices)

2- Regulatory approval/certification: Free sales certificate (FSC) or
certificate for exportation of medical device provided by the authority in
manufacturing country. Proof of regulatory compliance, as appropriate,
per the product’s risk classification (e.g. Food and Drug Administration
[FDA] and/or Conformité Européenne [CE]). National local regulatory
approval {of recipient country, as applicable} should be submitted

3-Manufacturer should have 1SO certification for quality standards
certificate should be submitted.

TRAINING

On-site training of 4 x operators to departmental faculty and staff for
optimum usage till satisfaction.

INSPECTION

Inspection Authority: Biomedical Engineering Unit

Shall inspect and test and where necessary reject the equipments after
its arrival at the Hospital

Installation

Installation, Testing, Commissioning & Handing-over including site
preperation if needed

Warranty

Warranty: 3 years, on site comprehensive warranty (labour & spares
covering all parts of the units and items supplied), from the date of issue
of installation certificate by Biomedical Engineering Unit
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95% uptime guarantee should be given. In case downtime exceeds 5%,
penalty in the form of extended warranty, double the number of days for
which the equipment goes out of service will be applied.

In case of agency removed from the agent or trasnferred to other
company, the old agent should be responsible of all warranty
Implications, such as service , spare paris ,,, etc

Should perform yearly calibration and preventive maintenance during
warranty & if entered into AMC (includes unlimited breakdown calls)
fCMC (which will include spare replacement, consumable spares,
breakdown calls).

MAINTENANCE & REPAIR

The supplier must ensure the availability of expertise service and
maintenance The vendor should submit company profile including
names and No. of engineers, training cerlifications preferably on the
same product.

The system should be upgradable and all spare parts should be
available for next 10 years after commissioning

Application and service softwares must be provided to the Biomedical
Engineering unit free of charge / or must be on demand

TERMS AND CONDITIONS

The Supplied equipment should be complete with all accessories and
consumables needed to work completely as specified

Country of arigin should be clear in the offer

Country of source should be clear in the offer

Date of manufacturing should be clear in the offer

Original catalogue and detailed scientific literature of the quoted medel
to be enclosed.

Number of units installed in Palestine if any (a list of the same model
with serial number and location).

The offer will not be taken in consideration in case of incomplete
compliance sheet or any conflict between the catalogue/data sheet
submitted and the compliance sheet

The Vendor should submit Agency Agreement, or Sole distribution
agreement or Authorization letter for sale and maintenance from
Manufacturer, and it should have trained Engineer on this Machine)

Company must be registed in MOH

Company should submitt its profile (Establish date, Number of
emploees, Number of Engineers, Traing certificates for the Engineers
for this Item, Place, " If company from Gaza or out side Palestine it
shoutd have a branch or mention the representative company in West
bank with Signed agreement to repair the machine and deliver spare
parts and vice versa”).

Equipments shoutd have PSI Approval Certificate prior to bidding.
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ITEM #:14 QTY : 1
L SHAPE OPERATION TROLLEY CHECK LIST DEVIATIONS

Good brand name , Well known USA, EUR or Japan brand with
| good reputation

Construction : 316A medical grade Stainiess steel / washable /
Rustproof

Adjustable height by foot mechanism

Height (mm): 800 -1200 approx. by foot pedal.

Working-plan dimensions Tray S.5. Size: 90L X 50W cm. approx.

316a Stainless steel Tray: Shaped and removable.

Tray Should be high from 3 sides for not less than 15cm.

Moved on Four nonconductive silent castors with cross brakes, ¢ 10cm.

The trolley design, fabrication and finish are of high quality to assure
durability.

Weight of the trolley not less than 35 kg

Push handle

 DOCUMENTATION

1.0Operating Manual {in original) soft and hard copies

STANDERDS: Must be submitted with the offer ,with valid dates
not less than 6 months

1-Equipment should be FDA, European CE, UL or BIS approved
product. Certificate should be submitted.

2- CE free sale certificate should be submitted

3-Manufacturer should have |SO certification for quality standards
.certificate should be submitted.

TRAINING

On-site training of 4 x operators to departmental faculty and staff for
optimum usage till satisfaction.

INSPECTION

1. Inspection Authority: Biomedical Engineering Unit

2. Shall inspect and test and where necessary reject the equipments
after its arrival at the Hospital

Installation

Installation, Testing, Commissioning & Handing-over

Warranty

1. Warranty: 2 years, on site comprehensive warranty (labour & spares
covering all parts of the units and items supplied}, from the date of issue
of installation certificate by Biomedical Engineering Unit

TERMS AND CONDITIONS

1.The Supplied equipment should be complete with all accessories and
consumables needed to work completely as specified

2.Country of origin should be clear in the offer

3.Country of source should be clear in the offer

4 Date of manufacturing should be clear in the offer: The offered madel
must be new , manufacturing date not more than 1 year from the tender
date

5. Original catalogue and detailed datasheet for the quoted model to be
enclosed.
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6. Number of units installed in Palestine if any (a list of the same model
with serial number and location).

7.The offer will not be taken in consideration in case of mcomplete
compliance sheet or any conflict between the catalogue/data sheet
submitted and the compliance sheet

8. The Vendor should submit Agency Agreement, or Sole distribution
agreement or Authorization letter for sale and maintenance.

9. Company must be registed in MOH

hEay - romdoe 4 e o

ITEM#:15

QTY : 10

Infant Open Care System

Compliance Deviations

Good brand name , Well known manufacturer name with good
reputation, Manufactured in USA, EUR or Japan

(FDA Clearance with 510k certificate) Orfand (CE with ISO and Free
Sales cerificate)

Microprocessor control for temperature

Mobile infant radiant warmer with fixed height bassinet. (Bed to Floor)
Approx 100cm

Height adjustable bassinet should be priced separately (From 90-110
cm)

Antistatic 4 castors, 2 with brakes

Bassinet tilt of up to 12° at least

Mattress padding foam high density approx 21-25 kg/m3

Mattress should be sealed waterproof, washable, resistant to cleaning
with chlorine based solution and flame retardant. '

Mattress Dimentions : 40 x 65 x 2cm Approx

Side boards transparent acrylic, drop down and lockable.

Side Boards should be Detachable.

Distance between mattress and Canopy Head (Lower Edge) must be
not less than S0cm.

Canopy mobility range: Horizontal rotation : Approx 200°(100°both
sides Right and Left), Canopy Radiation angle : £30°
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Light Source in Canopy: LED lighting, intensity adjustable, 0~1200Lx

Large X-ray tray : 35X60cm

Under Table 2 storage drawers for emergency drugs, equipment
storage efc.

Side rails allow for mounting of accessories

Monitor shelf and holder

Handles for movement on both sides and rear.

Pre-Heating mode should be available.

Heating element emitter with parabolic reflector and protected by metal
grid

Heaters should be made of durable safety material, Lifetime should be
mentioned

Control unit allows skin temperature preset (visual digital indicator) and
drives radiant heater output (servo and manual}

Integrated timer: 1 to 60 min, with count up feature.

Temperature range, skin 34 to 38°C (use presettable)

Temperature control : Servo-control / Manual control

Monitoring of skin temperature by means of sensor, range: 30 to 42°C

Heater output : 0 to 100% in increments of 5%

Control unit : audiovisual alarms according to timer and temperature
presents avoiding overheating

Should alarm & Display reports systems errors, sensor failure Ilke
absence of power, failure of heater, permanence of full heater power
bteyond 10-15 minutes, high temperature, low temperature, absence of
sensor, dislodgement of sensor. Should automatically shut off with
manual mode after certain period (say 15 minutes)

Built in Weighing scale should be priced separately (0-10kg)

Power requirement: 220V / 50 Hz AC

Power consumption: 650-1000W.

Should he supplied with:-

IV Pole with IV Stand

Monitor shelf

2 Drawers

All Connections and hose required

Mattress

Skin temperature probe { including connection cable, if any)

4 x spare skin temperature probe (including connection cable, if any)

2XSpare heating element

Spare set of fuses

OPTIONAL TO BE PRICED SEPARATELY:-

MUST

Skin Temperature sensor

Oxygen flowmeter with humidifier

Suction complete (regulator ,safety bottle , collection bottle and tubing)

IV pole

Heating element

Mattress

Spare Parts list

' Ol Laa g3
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TERMS AND CONDITIONS

DOCUMENTATION

Operating Manual {in original) soft and hard copies

Service Manual (in original).soft and hard copies include Maintenance,
Troubleshooting, Electronic boards schematics, and parts list.

Price listing of all spares and accessofies

STANDERDS: Must be submitted with the offer ,with valid dates
not less than 6 months

1-For the Manufacturer & Equipment: Equipment should be FDA,
European CE, UL or BIS approved product. Certificate should be
submitted.Certified quality management system for medical devices
(e.g. 1SO 13485:2016 Medical devices — Quality management systems
— Requirements for regulatory purposes). General quality management
{e.g. ISO 9001:2015 Quality management systems — Requirements).
Application of risk management to medical devices (e.g. 1SO
14971:2019 Medical devices - Application of risk management
tomedical devices)

2- Regulatory approval/cerification: Free sales certificate (FSC) or
certificate for exportation of medical device provided by the authority in
manufacturing country. Proof of regulatory compliance, as appropriate,
per the product's risk classification (e.g. Food and Drug Administration
[FDA] andfor Conformité Eurgpéenne [CE]). National loca! regulatory
approval (of recipient country, as applicable) should be submitted

3-Manufacturer should have I1SO certification for quality standards
.certificate should be submitted.

TRAINING

On-site training of 4 x operators to deparimental faculty and staff for
optimum usage till satisfaction.

INSPECTION

Inspection Authority: Biomedical Engineering Unit

Shall inspect and test and where necessary reject the equipments after
its arrival at the Hospital

Installation

Installation, Testing, Commissioning & Handing-over including site
preperation if needed

Warranty

Warranty: 3 years, on site comprehensive warranty (labour & spares
covering all parts of the units and items supplied), from the date of issue
of installation certificate by Biomedical Engineering Unit

95% uptime guarantee should be given. In case downtime exceeds 5%,
penalty in the form of extended warranty, double the number of days for
which the equipment goes out of service will be applied.

In case of agency removed from the agent or trasnferred to other
company, the old agent should be responsible of all warranty
Implications, such as service , spare pans ,,, etc

Should perform yearly calibration and preventive maintenance during
warranty & if entered into AMC (includes unlimited breakdown calls)
/ICMC (which will include spare replacement, consumable spares,
breakdown calls).
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MAINTENANCE & REPAIR

The supplier must ensure the availability of expertise service and
maintenance The vendor should submit company profile including
names and No. of engineers, training certifications preferably on the
same product.

The system should be upgradable and all spare pars should be
available for next 10 years after commissioning

Application and service softwares must be provided to the Biomedical
Engineering unit free of charge / or must be on demand

TERMS AND CONDITIONS

The Supplied equipment should be complete with all accessories and
consumables needed to work completely as specified

Country of origin should be clear in the offer

Country of source should be clear in the offer

Date of manufacturing should be clear in the offer

Original catalogue and detailed scientific literature of the quoted model
to be enclosed.

Number of units installed in PalestineAif any {a list of the same model
with serial number and location).

The offer will not be taken in consideration in case of incomplete
compliance sheet or any conflict between the cataloguefdata sheet
submitted and the compliance sheet

The Vendor should submit Agency Agreement, or Sole distribution
agreement or Authorization letter for sale and maintenance from
Manufacturer, and it should have trained Engineer on this Machine)

Company must be registed in MOH

Company should submitt its profile (Establish date, Number of
emploees, Number of Engineers, Traing certificates for the Engineers
for this Item, Place, " If company from Gaza or out side Palestine it
should have a branch or mention the representative company in West
bank with Signed agreement to repair the machine and deliver spare
parts and vice versa").

Equipments should have PSI Approva! Certificate prior to bidding.
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ITEM #: 16 ) QTY : 1
Internal Paddles for Defibrillator COMPLIANCE DEVIATIONS

Internal paddles for Neonatal/Pediatric heart direct defibriliation

To be used in Neonate/Pediatric heart surgeries

To be used with Defibrillator : Manufacturer: Innomed, Model:
CardioAid 360-B

Reusable paddles

Stainless steel, Medical grade.

Neonate/Pediatric Sizes.40mm & 25mm.

Complet with all connectors & cables fo be used with the mentioned
Defibrillator.

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

Country of origin

Country of source

New catalogue including data sheet is attached with the offer.

Warranty One year from installation.

Certificates (agency approvals): FDA, TUV, CSA, UTRL, CE will be
taken into consideration, the offer must include the certificates for
evaluation ‘

The equipment must pass the acceptance test of MOH biomedical
Engineering unit.

Your offer will not be taken in consideration if any conflict between the
catalogue/data sheet submitted and the check list

THE TOTAL PRICE IN FINANCIAL OFFER SHOULD INCLUDE
ALL ABOVE
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