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ITEM #:1 QryY:2

Steam Sterilizer 500L CHECKLIST DEVIATIONS

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

AUTOCLAVE, LARGE SIZE with STEAM GENERATOR , VACUUM AND COMPRESSOR

Horizontal Rectangular High Pressure High Vacuum steam Sterilizer.

Should be operated on 3 phase with neutral, AC power supply.

Chamber volume Not less than 500 licters.

The unit should be provided with dual micro-processor control panelt for controlling entire cycle of sterilization and

steam pulsing automaticalky.

With 3 preset programs (Wrapped, Metal, Glass) and other 2 programs to be programmed as wanted.

Longest Cycle time must not Exceed 25 minutes after full warm up.

The sterilizer shall have double door vertical sliding having high pressure locking safery facility. and can work as single

door

Silicon door gasket withstand up to 140 © C.and not less than 500 Cycle, greasless (No need to grease the gasket every

While). Life rime of gasket should be mentioned.

Thickness of chamber of sterilizer shall be approved by ASME or EN285 standards and to be made of stainless steel
316L stainless steel quality is capable 1o withstand the negative pressure (vacuum) of Approx -0.9 bar created by the

vacuum pump and up ro 140° at 3bar. (Thickness berween 4-6mm as standards)

Thickness of door of sterilizer shall be shall be approved by ASME or EN285 standards and ta be made of stainless

steel 316L stainless steel quality.(Thickness must be berween 4-8mm) As ASME.

Sterilizer jacket shall be made of Boiler quality steel plate with a matertal thickness of 4-8mm or as ASME or EN285

standards and 1o be made of stainless steel 316L stainless steel quality.

ASME or EN28S certificates for testing and approving should be submitted.

Sterilizer jacket and door should be completely insulated with a 1" chloride free glass wool thereby keeping the

autoclave cool on the outside for Energy saving.

All connecting pipes shall be made of good quality stainless steel. 304 or better.

The unit shall be fitted with suitable water ring Vacuum pump, motor capacity: 3 HP, 1o create high vacuum of Approx -
0.9 bar for efficient drying and sterilization of loads. The sound level of vacuum pump shall be <60db and no vibration.
Vacuum pump. Fitted with suitable stainless steel condenser, piping’s and pipes to enable efficient drying with the use

of the vacuum pump.
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Vacuum pump Water Consumption must not exceed 160 liters per cycle average

Working temperature of sterilizer is 121-134 Deg. C and the corresponding pressure is 1.2-2.1 kg/em2.

Safery features of sterilizers: Door locking facitity, Low water protection system, Pressure cut off facility and all other

necessary safety features.

Digital displays of Chamber Pressure, temperature, cycle no., Barch no., Time &date, alarm indicator, Low water

indicator.

Provision of ‘error code analysis

Prinrer: Builtin thermal Printer that shall automatically and continuously monitor and record dates, time Of day, load,

identification no. and operating paramerers.

Stainless steel loading carriage with two perforate & adjustable shelves should be procided along with a suitable M.S.

trolley moving on casters.

Carriage should have two stainless steel detachable arms for protection to load on three sides.

Trolley should have two locks one for locking carriage with trolley & secand for locking trolley with sterilizer & there

should be break system for trolley wheels.

3 Baskets included, Small, Medium and Large.

Suitable Original Steam boiler: Included

Availability to connect external steam source should be included.

Suitable Silent < 60 db Air Compressor Included.

Including spare heating elements kit (6 heaters), Heater life time shauld be mentioned.

Including extra door Gasket Gasket life time should be mentioned.

Comply with all requirements and standards for safety, should be supmitted

The connection elements (sockets, plugs, etc) and components Should have protection confarming to the IPX4

protection level and confarm to the IEC60529 standard.

Temperature sensors should be confarm to Class A of the IEC751 standard.

Etherner port with software needed to connect to HIS

Water quality should be mentioned. Suitable Warer reatment system should be priced separately if needed. (Vendor

will be respansible for any calcification faules & malfunctions on his own fees).

Site visit should be done 1o see the site and determine the preinstallation works te be done.

Preinstallation needed (Electric, Mechanic, Suige} should be priced separately.

Eleciric circuit breaker should include phase failure, time delay contactor and phase sequence contactors to protect the

Must
pumps and other parts.
OPTIONAL TO BE PRICED SEPARATELY ( Will be raken in consedration in technical & financial analysis):-
Printer paper
Door Gasket
Heating elements kit (6 hearers)
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Air Compressor

Vacuum Pumgp

Solenoide Valves

Water treatment system for the sterilizer

Preinstallation needed (Electric, Mechanic, Suige).

Spare Parts list

Extra One year Warranty

Service training for 1 MoH Engineer in manufacturer facilities for 5 warking days.

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 systern for medical devices (e.g. 150 13485:2016 Medical devices —
Quality management systems — Requirements for regulatory purposes). General quality management (e.g. 150
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), EN-285 for pressurized

chambers and machines.

2- Regulatory approval/certification: Free sales certificate (F5C) or certificate for exportation of medical device provided
by the authority in manufacturing counery. Proof of regulacory 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 submired

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

3-Manufacturers should have 150 certification for guality standards .certificare should be submirred.

TRAINING

On-site training of 4 x operatars 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
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Warranty

Warranty: 3 years, on site comprehensive warranty (labour & spares covering all parts of the units and items supplied),

from the dare 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 our of service will be applied.

In case of agency removed from the agent or rrasnferred to other company, the old agent should be responsible of all

warranty mplications, such as service, spare parts ., et

Should perform yearly calibration and preventive maintenance during warranty & if entered inta 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 o 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

Cauntry 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 1o be enclosed.

Nurmber of units installed in Palestine if any (a list of the same madel with serial number and locarion).

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 lerer 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 campany 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 #:2

QTY:4

OPERATING TABLE

CHECK LIST

DEVIATIONS

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

Configurations:

Maobile, modular operating table for general surgery, electrically controlled with remote control

Stable base construction with large twin disk castors for easy travel and maneuvering

Base covers, colurnn casing and cover for the override panel made from corrosion resistant and disinfectant proof material like

stainless steel /chrome-nickel or equivalent.

Entire 1able top without crossbars for intraoperative fluoroscopy

All movements should be Motorized and contralled by remate. By electrical driven anchers and motors (Oil free)

In case all the electrical driven funciions fail, the braked base can be unlocked by means of a ratchet in order to allow manual

displacement of the operating rable.

load capacity : not less than 270 kg in all positions.

Stability: High Stability against traction and compression forces.

4 sections.{nat inclued the two part of leg section)

Leg section two parts

Length not less than 2000mm

Width with side rails not less than 540mm

Movements:

Trendelenburg: +30/-25 deg.

Longitudinal shift: Around 250mm to achieve 100% C-arm access

Adjustable High from 700 to 1100 mrm { with mattress )

Tilt: +/- 18 deg both left and right.

Back section adjustable movement: +60/-40 deg.

Leg section adjustable movement: +20 /-90 deg.

Matrress is included: Soft, derachable, pressure absorbent, impermeable 1o fluids and antistaric. With thickness around 80mm.

Liquid ignession class should be IPX5 or higher.

Accessories to be included:

Arm support

Leg hangers for Gyn-Operations

Bridge is Included or renal position

Rail setting clamp 2

Anesthesia screen
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IV stand

remote control for all movements and brakes.

Movable with around (p 150mm double swivel castors for easy motion and maneuvering {locking via control units}.

All over the metal parts of the table must be made of 304a grade phlebotomy stainless steel, Welding must be fully finished.

Maintenance-free oil-less Anchers, rechargeable batteries with capacity for about 3 hours at least use in the OR .The battery

charge level is monitored electronically and indicated optically The operating table batteries are recharged with AC mains cable.

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

Remote control

Battaries

Arm support

Leg hangers for Gyn-Operations

DOCUMENTATION

Operating Manual {in original) soft and hard copies

Service Manual (in original).soft and hard copies include Maintenance , Troubleshaoting, 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 monchs

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. 150 13485:2016 Medical devices — Quality
management systems — Requirements for regulatory purposes). General qualicy management {e.g. 1S09001:2015 Quality
management systems — Requirements). Application of risk management to medical devices (e.g. 150 14971:2019 Medical

devices — Application of risk management tomedical 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 praduct’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 submirted

3-Manufacrurer should have 150 certification for quality standards .certificate should be submitzed.

TRAINING

On-site training of 4 x operators to departmental faculry and scaff 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
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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 wil be applied.

In case of agency removed from the agent or trasnferred 10 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 derailed scientific literature of the quated 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 conflice between the

catalogue/data sheet submitted and the compliance sheet

The Vendor should submit Agency Agreement, or Sole distribution agreemnent or Authorization leiter for sale and maintenance

from Manufacturer, and it should have rrained 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 Itemn, 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 PS| Approval Certificate prior to bidding,
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ITEM #:3

Qrv:4

INTENSIVE CARE PHOTOTHERAPY UNIT

COMPLIANCE DEVIATIONS

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

Application: to provide high intensity neonatal photatherapy treatment.

Consists of chamber containing approx 15 blue LED lamps arranged cylindrically.

The baby is laid on a gauze hammock suspended along the centre of the chamber and is illuminated from alf sides.

Hammock Mattress size not less than 55X35 cm

360° whole body illumination.

Effective surface area: 360°, whole of baby’s skin.

High irradiance.

ON/OFF switch,

Air Temp sensor

Skin Temp Sensor

Conrrol Panel with notless than 5 LCD touch screen for reatment time, lamp life timer, and temperature. { Air temperarure and

skin temperature are separately displayed}

Capable to setting the Treatment time, and lamp life time.

Air temperature display range 0 ~45.0°C

Skin temperature display range 0 ~45.0°C

Alarms (Visual & Audiable alarm) for the following parameters: Power failure, probe failure, Over temperaiure, fan failure.

Automatically record each therapy time and total used therapy time

Gauze hammack for partient.

Provided with Thermometer.

Life time of LED Lamps: not fess than 20,000 hours.

Mobile stand with four wheels each with a brake

Hammock weight limit: Not less than 5 kg.

With fan to provide enhanced ventilation to the tubes which warm up during operation and are more efficient at lower

temperaru res.

Top secrion can be manually raised while therapy continues.

Drainage hole to collect any urine or faecal material from the baby thar passes through the gauze.

Waveband: 400-480nm Approx

Irradiance at 20em: 5.25 mW/cm?

Effecrive radiation intensity: {Ebi): Not less than 100 uw/cm2/nm

-
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IV Pole with IV stand included

Manitor tray (holder) Included

Noise level should be less than 55db inside the unit.

Alarms:

High Skin Temp. Alarm

Low Skin Temp. Alarm

High Air Temperature

Low Air Temperature

Skin Probe Disconnection

Therapy Ended Alarm

Lamp Usage Time

Including:

Blue LED lamps.

Measuring tool for irradiance measurements.

Eve goggles (20)

Hammocks (10)

Urine bags (10)

Tray & Martress

IV Pole with IV stand (4 hooks)

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

Must
Blue LED lamps.
Measuring tool for irradiance measurements.
Eye goggles
Hammocks
Urine bags
Tray & Martress
Air Temp Sensor
Skin Temp Sensor
Fan
DOCUMENTATION
Operating Manual (in original) soft and hard copies
bbb i g8
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Service Manual (in original) soft and hard copies include Maintenance , Troubleshaoting, Electronic boards schematics, parts list

Price listing of all spares and accessories

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

1-For the Manufacturer & Equipment: Equipment shauld be FDA, European CE, UL or BIS approved product. certificate should
be submiuted Certified quality management system for medical devices {e.g, 150 13485:2016 Medicat devices — Quality
management systems — Requirements for regulatory purposes). General quality management {e.g. 150 9001:2015 Quality
management systems — Requirements). Application of risk management ro medical devices (e.g. 150 14971:2019 Medical
devices — Application of risk management to

medical devices)

2- Regularory approval/certification: Free sales certificate (FSC) ar cenificate for exportation of medical device provided by the
authority in manufacturing country. Proof of regulatory compliance, as apprapriate, 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 15O certification for quality standards .ceruificate should be submitred.

TRAINING

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

INSPECTION

Inspection Authoriry: 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 ald agent should be responsible of all warranty

Implicarions, such as service , spare parts ., etc

Should perform yearly calibrarion 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
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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 an demand

TERMS AND CONDITIONS

The Supplied equipment should be camplere with all accessories and consumables needed ro work completely as specified

Country of origin should be clear in the offer

Country of source should be clear in the offer

Dare 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 berween the caralogue/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 Manutacturer, and it should have trained Engineer on this Machine)

Company must be registed in MOH

Company should submitt its profife (Establish date, Number of emploees, Number of Engineers, Traing certificates for the
Engineers for this ftem, 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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