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Urgents Needs of Laboratory Equipment
9 RE~ Laboratory Microscope wi
9 e Tube Centrifuge (24 Tubes) .2
5 KX Clinical Spectrophotometer .3
6 A Laboratory Refrigerator .4
6 S Blood Bag Tube Sealer .5
4 S Manual Plasma Extracter .6
8 S Blood Bag Shaker With Balance |7
2 e Blood bank Refrigerator .8
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ITEM #:1

Laboratory Microscope

COMPLIANCE

DEVIATIONS

Good/Well Known Brand name - With good reputation in MOH facilities

(FDA Clearance with 510k certificate) Or/and (CE with ISO and Free
Sales certificate)

Single Head / Binocular

Binocular, stable, fine & coarse focus, control on both sides

Built in transformer and illumination

Objective lenses 4X, 10X and 40X

Objective oil immersion x100

Eyepiece: Wild field Eyepieces 10X (Paired) FOV 22mm

Condenser with Iris diaphragm and filter.

Binocular orTri-ocular Observation head inclined at 30° rotatable at
360°.

Interpupillary distance from 50mm to 75mm.

Double plate Mechanical stage with low position coaxial X-Y controls

Stage size: 150 X 135 mm

Gross Moving Range: 75mmX50mm

Focusing system: coaxial coarse & fine focusing with auto focus stop

Light source: LED lamp, Adjustable light source with Kohler illumination.

Dust cover

Two Spare lamps

Lenses paper box

Immersion oil 50 mm

Power Supply: 220 V ,50 Hz

OPTIONAL TO BE PRICED SEPARATELY:-

LEDLamp

Transformer (If included)

All lenses

> a2

b =
. 11 -do-

Lenses paper box

Rl 2T
e S

Immersion oil 50 mm

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 , parts list .
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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 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.

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

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.

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, training certifications preferably on the
same product.

\
&-‘a‘-la...-\‘l-_nt_\_ K
@ s 11 TS I
' 1 -09- 20p3

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

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

TERMS AND CONDITIONS




45 land) = 3ai syl ) acddll

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 model
with serial number and location).

7.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

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

ITEM #:2

Tube Centrifuge (24 Tubes)

COMPLIANCE

DEVIATIONS

Good/Well Known Brand name - With good reputation in MOH facilities

(FDA Clearance with 510k certificate) Or/and (CE with ISO and Free
Sales certificate)

Heavy Duty Motor and Construction

Speed: 500-5000 rpm.

Specimen capacity: 24 tube/run.

Sample size: 10 ml tube.

Built in timer and speed control.

Door lock and safety protected lid.

Digital display speed and time.

Microprocessor controlled.

Auto-brake system for presetting.

Safety device for rotor imbalance.

Auto buzzer system when finish operation.

Overheat and overload safety device.

With auto cover-lid lock.

See- through window.

Power supply: 220VAC, 50Hz
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Rotor 24X10ml included, Rotor should have moving ( Oscillating) tube
buckets , Stationary rotor buckets are refused.

OPTIONAL TO BE PRICED SEPARATELY:-

Rotor: 24X10ml

Rotor 12X10ml

Motor

Door Lock

Control Board

DOCUMENTATION

1.0perating Manual (in original) soft and hard copies

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

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

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 — Py
Installation, Testing, Commissioning & Handing-over @ 1 '«m..,.,-,
Warranty Ry 5 §"<2°_23, ‘ &

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

T Sl T

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, training certifications preferably on the
same product.

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

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 model
with serial number and location).

7.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

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

ITEM # : 3

Clinical Spectrophotometer

Good/Well Known Brand name - With good reputation in MOH facilities

(FDA Clearance with 510k certificate) Or/and (CE with ISO and Free
Sales certificate)

Oparation:including both cuvettes and built-in flow cell - selectable

Monochromatic by inferential filters spectrophotometer

Pump with prestaltic tube for flow cell included
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Range 340nm- 700nm

Absorption Rate —0.200 to 2.200A

Avalilable filters : 340/405/505/546/578 Two empty position

Bandwidth 10nm

Light source:LED

Monochromatic and Dichromatic reading

Sample temperature control 23 deg to 37 deg steps of 1 deg

Built in thermal printer (Or External Thermal Printer)

Large clear LCD display

Programmable up to 70 Tests

Memory to save last 100 readings

interface: RS232 or LAN ports.

Ability to connect to HIS

Calculation Modes:

Absorption, concentration

End point with factor or standard

Enzyme kinetics

Differential mode

Fixed time

Including the following startup kit:

10 paper rolls

Cuvettes QTY 200

Flow cell

Consumables to be priced separately

Paper rolls

Cuvettes

OPTIONAL TO BE PRICED SEPARATELY:-

Light source

Flow cell

Filters

Tube kit (If included) i T
Pump [57 s

Thermal printer

DOCUMENTATION

Operating Manual (in original) soft and hard copies

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

Price listing of all spares and accessories
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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. 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 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 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 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 R

. . . o . . . . . ':“3‘"-“5,!_,,
issue of installation certificate by Biomedical Engineering Unit @ .
Astan o 04

11 -gg-
95% uptime guarantee should be given. In case downtime exceeds 5%, ;

penalty in the form of extended warranty, double the number of days for \\)n:—:-‘“"‘“\

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
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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

ITEM #:4

Laboratory Refrigerator

COMPLIANCE | DEVIATIONS

Good/Well Known Brand name - With good reputation in MOH facilities

(FDA Clearance with 510k certificate) Or/and (CE with ISO and Free
Sales certificate)

Capacity : Not Less than 600 L

Digital display for temp.

o2 = =~ 2
l;‘""'a-_‘.-,_’:"jz < i0_23. . EE:
) e LI &

|

Upright type

Galvanized steel exterior with resistance enemal finish

Glass door

[llumination inside

5 shelves adjustable at least

Re —circulating air fans
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Cfc free refrigerant

Uniform cabinet temp.

Adjustable temp. Range form 2-14 c°

Temp. Stability 1deg.

Digital control with display

Internal blower coils

Automatic condensate evaporator

2 inch polyurethan insulation

Refrigerant: R134 a., or any refrigerant available in local market

Visual and Audiable Alarm for high temp, power failure and extended
errors.

Alarm system with 7 day chart recorder.

Power : 220V,50Hz

Including Chart paper box of 100

OPTIONAL TO BE PRICED SEPARATELY:-

Chart Recorder & Paper

DOCUMENTATION

Operating Manual (in original) soft and hard copies

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

tomedical devices) - § L Aresala o
2- Regulatory approval/certification: Free sales certificate (FSC) or L

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
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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 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.

hWPY \

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

@ ':‘adl.u;),j,
. 11 -gg-

Application and service softwares must be provided to the Biomedical § ::;:;,s;guwi,,;,,- e,
. . . e S s 5 :
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
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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

ITEM #:5

Blood Bag Tube Sealer

COMPLIANCE

DEVIATIONS

Good/Well Known Brand name - USA, EUR, or JAPAN- With good
reputation in MOH facilities

(FDA Clearance with 510k certificate) Or/and (CE with ISO and Free
Sales certificate)

Bench Top Type.

Automatic trigger sealing.

Compatible with all types of tubing.

Fixed sealing head. ( not heating wire )

Sealing time: not more than 1.5 sec.

Suitable for all types of tubes : Up to 6 mm.

Indication LED lights for power sealing and ready.

No warm up time needed.

Power source: 220V,50 Hz.

OPTIONAL TO BE PRICED SEPARATELY:-

Sealing Head

DOCUMENTATION

B 1 gy .

Operating Manual (in original) soft and hard copies

—\atx_,,ng

““"fjl,u

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

Price listing of all spares and accessories

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

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) .
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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 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

ITEM#:6
Manual Plasma Extractor COMPLIANCE | DEVIATIONS
Good/Well Known Brand name - With good reputation in MOH facilities %E-.?“J,
(FDA Clearance with 510k certificate) Or/and (CE with ISO and Free @ ; "“: -; 3,03,
Sales certificate) i Sl 2D @
Mechanical plasma extractor e e o R
T —] ;

Dimension: 20W * 25D *25H approx.

Open system : accept all kind of bags

Stainless steel frame and construction

Transparent plate for visual control red cells/plasma

Powerful spring
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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 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

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

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 model \L)e&:-?\\
with serial number and location). .

7.The offer will not be taken in consideration in case of incomplete

compliance sheet or any conflict between the catalogue/data sheet Aesman ST B 2

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
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ITEM#7
BLOOD BAG SHAKER with BALANCE COMPLIANCE | DEVIATIONS
Good brand name: Well Known USA, EUR or Jaban Brands - With good
reputation
Continuous agitation of blood bags.
Display of blood volume to be collected.
Pre selection of blood volume to be collected.
Adjustable shaking speed.
Contoneous monitoring of Weight of the bag.
Heavy duty maintenance free motor.
Large clear LCD Digital screen.
Alarm or buzzer is included.
Calibration weight is included.
Power supply: 220VAC,50 Hz
OPTIONAL TO BE PRICED SEPARATELY:-
Motor
DOCUMENTATION
Operating Manual (in original) soft and hard copies
Service Manual (in original).soft and hard copies include Maintenance
, Troubleshooting, Electronic boards schematics , 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. ISO 9001:2015 Quality management systems — Requirements).
Application of risk management to medical devices (e.g. ISO e
12871:2019 Medical dev%ces — Application of risk mgnggement to @ %‘E:.'E:-':\‘
medical devices) o 11 -09- 50 @
e " [N RS SRR 3L, St
2- Regulatory approval/certification: Free sales certificate (FSC) or e et TN
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
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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: 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

=3 d9a

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

LAt 555,

Country of origin should be clear in the offer

Country of source should be clear in the offer

1 1 -0
2 ~9° 2023
Pl TR
Sy, Pt 2
\

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).
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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.

ITEM #:8

BLOOD BANK REFRIGERATOR COMPLIANCE | DEVIATIONS

Good brand name: Well Known USA, EUR or Jaban Brands -
With good reputation

Cabinet Type: Upright Door

Interior Volume: Not less than 400 liters

Capacity : Around 400 Units Of 240ml Bags

Temperature :2-4 C

High resolution, Large clear colour LCD display

Display resolution 0,1°C

Back-up battery, having automatic recharge, for functioning the
display and saving the set values and errors even in case of power
failures.

Drawers : pull- out S/S not less than 6 drawers

Door Type: Glass, Swing

Made of medical grade Staimless steel 306a or better, Powder Coat

Interior and Exterior Finish Omta T —— |
Refrigerant: R134 a., or any other refrigerant available in the local @J '
st 11
market iy &
Expansion valve with condensing unit not less than 1/3 Hp. —

Audiable and visual Alarm system with 7 day data logger and can be
saved on flash disc USB and printed.

In case of data logger is not available, offer should include flow chart
recorder with 1000 flow chart paper.

Internal light: With automatic activation at every opening

Insulation: foamed not less than 2.5 inch
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Four swivel castors with brake.

External dimension : around 75W * 85D * 200H cm

220V,50Hz

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

Refrigerant

Flow chart Recorder

Chart paper box of 100

DOCUMENTATION

Operating Manual (in original) soft and hard copies

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

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

Original catalogue and detailed scientific literature of the quoted

model to be enclosed. I-\ﬁ" —
Number of units installed in Palestine if any (a list of the same model @ . 1 1|-09- 2;23

- - . 'L -
with serial number and location). ;,z;;;'gt_-_a.c.;.‘;{;w- =
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
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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.

ITEM #:9

REFRIGERATED CENTRIFUGE

COMPLIANCE

DEVIATIONS

Good/Well Known Brand name - Manufacturer in USA, EUR, or JAPAN-
With good reputation in MOH facilities

(FDA Clearance with 510k certificate) Or/and (CE with ISO and Free
Sales certificate)

For blood bags

Max. speed (rpm) : Approx 5000 rpm

Speed range (rpm) : 300 — 5000 (10 rpm increments)

Maximum capacity (Bags x ml): 8X550 ml Blood bag

Drive motor : High-torque brushless high-frequency motor

Temperature range adjustment (°C) : -9 to +40

Timer : One to 99 minutes, with a HOLD function

Thirty programmed operations possible

Step-mode operation

Automatic rotor temperature compensation

Self-diagnosis

Refrigerator: Closed Inverter Rotary Type (Refrigerant : R410A)

ACL/DCL Mode: At least ACL : 9 modes, DCL : 9 modes with coasting

Display: Approx 5 inch color touch-sensitive LCD panel

Noise level : not more than 64dB(A) at Max speed

Functions: Automatic RCF, real time control, step-mode runs, controlled
access,pre-cool.

. —
Control : Microprocessor & ey
User Lockout Function . 11 -og
Variable Deceleration Slope I

Non-contact Imbalance Detection, Abnormal Temp. Detection etc.

Door lock: Interlock Door

Dual Over Speed Detection

Memory : Speed, time, temperature, acceleration and deceleration can
be set at four designations

Data Communication: USB port (operating history can be output through
USB port.)
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Power requirements : Single phase, AC 220

OPTIONAL TO BE PRICED SEPARATELY:-

Drive Motor

Rotor 8X550ml blood bags

DOCUMENTATION

Operating Manual (in original) soft and hard copies

Service Manual (in original).soft and hard copies include Maintenance
,Troubleshooting, Electronic boards schematics , 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. 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 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 = rr—
optimum usage till satisfaction. @ T
INSPECTION 1709~ 2055 6By
Inspection Authority: Biomedical Engineering Unit 2 S L B

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 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

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

Aotan n sy

@ il
1 . 11 -qg

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
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