ANNEX II + III:
 TERMS OF REFERENCE + TECHNICAL OFFER
Contract title: Supply of “Supply of medical equipment and related services for the Gedaref General Hospital Radiology Unit and for the Port Sudan Hospital X -Ray Department”
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Publication reference: 
CIG n.: 8369469050
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Annex III – the Contractor's technical offer

The tenderers are requested to complete the template on the next pages:
· Column 2 is completed by the Contracting Authority shows the required specifications (not to be modified by the tenderer)

· Column 4 has to be filled in by the tenderer and must detail what is offered (for example the words “compliant” or “yes” are not sufficient)

· Column 5 has to be filled in by the tenderer and must declare the origin of the goods

The eventual documentation supplied should clearly indicate (highlight, mark) the models offered and the options included, if any, so that the evaluators can see the exact configuration.

Offers that do not permit to identify precisely the models and the specifications may be rejected by the Evaluation Committee.

The offer must be clear enough to allow the evaluators to make an easy comparison between the requested specifications and the offered specifications.
A. Scope of the supply
The aim of the turn-key project is the supply, at the Gedaref General Hospital Diagnostic Unit and at the Port Sudan Hospital X -Ray Department, of a Digital Mammography unit complete with technical console and software package, and all relevant services (shipment, insurance, delivery at place, installation, testing, training course for medical staff, technicians, biomedical or clinical engineers and provision of users and tech manuals). The Digital Mammograph should be used for a wide variety of chest diagnostic procedures.
B. General Requirements for Supplies and Services
The following requirements, including the sub-paragraphs, must be considered as an integral part of the technical specifications.

· The Technical Specifications contain the general and particular prescriptions that must be followed from the Contractor during the execution of the supply. These prescriptions should not be considered limitative to the quality, the characteristics and technologies of the equipment offered.   

· The Tenderer must describe the foreseen civil works, if any 

· The Tenderer shall warrant that all supplies have no defect arising from design, materials or workmanship.

· Equipment and materials must be strong enough to resist to any solicitations that can cause deformations or permanent damages during the delivery, the installation and the operation.

· Within the supply limits specified in the Terms of reference, each of the materials, components, equipment, systems and the activities necessary for a complete installation and putting in operation, must be sustained by the Contractor also in the case of omission in the Tender Dossier.

· If not specified in the required technical specifications, all equipment which requires regular consumables and reagents, except for paper for the normal and X-ray/Ultrasound printers and CDs/DVDs/other data media, must be delivered with one-year stock in normal operation conditions.

· The Manufacturer of the equipment shall be ISO 9001 or ISO 13485 certified, in course of validity.

· The supplies shall have valid FDA, CE, UL, BIS, or equivalent certification and shall be compliant with IEC 60601 last revision standard, or equivalent and EU Decree 93/42/CEE.

Installation and Testing&Commissioning

· The Contractors shall install, put in perfect operating conditions and ready to use the offered medical equipment, including the calibration of the systems.

· The Contractor shall perform on the contract with due care and diligence, providing for the delivery, assembly, testing and start-up of the equipment, including correction of any defects. The Contractor must have skilled manpower equipped with appropriate tools to properly execute the contract.

· The Contracting Authority through the Beneficiary will assure the conditions for the installation (space, power and WAN data connections, etc.).

· The Contractor will provide reconstruction of the whole floors, walls, finishing and any damage or need for adaptation/repair of the rooms/building. This means, but it is not limited to, also the fixed furniture and finishing and the installations (including electrical power, data network, medical gases, air conditioning, water supply and drainage, etc.) possibly affected by the supply, as well as all other damages caused during the installation works.

· Any damage to hospital structures, finishing or installations caused by the supplier/installer shall be repaired by the supplier/installer within 2 weeks using the same construction materials of the damaged areas and restoring all the previous services with the same supply quality.

· Official testing and commissioning will be carried out once all the items have been supplied.

· The Contractor shall test, calibrate and commission the goods, in presence of the Contracting Authority, as appropriate and in such way that, upon installation completion, they are fully operational and ready for use.

· All the official testing and commissioning procedure costs shall be assumed by the Contractor, including costs for instrumentation and materials.

· Testing and commissioning must be carried out locally and/or remotely by specialized and qualified personnel, with at least one senior specialist (relevant experience > 5 years).

· A complete set of commissioning forms with the entire set of tests run and the results obtained will be given to the Beneficiary after the final reception of the equipment.

Training

· Upon delivery of equipment, training must be held locally and/or remotely in the English language. A qualified instructor approved by the Contracting Authority should carry out the training. The course shall cover the basic instructions for the use, maintenance, safety and any other relevant aspect needed for the proper functioning of the equipment, where required.

· The supplier shall provide didactic material for user and maintenance training courses, in hard copy and CD/DVD support, in English language.

· Training courses shall last not less than 2 working days, and in any case the training for each piece of equipment shall not be less than the duration and topics recommended by the Manufacturer.

· The Tenderer shall include in his offer a detailed training (users and maintainers) plan and time schedule, and specifying topics, duration and personnel involved.

· Both User and Technical training must be carried out by specialized and qualified personnel.

· All User and Technical training sessions must be carried out by at least two persons, specialized and qualified personnel, with at least one senior specialist (relevant experience > 5 years).

· The location of the training course delivery for users and maintenance technicians shall the place where the equipment is delivered and installed.

User training

· The training courses for users shall be theoretical and practical, using the equipment in the offered configuration, proper instrumentation, testers, simulators, and planning simulations of all functions and possible mistakes; the training proposal shall be approved by the Contracting Authority.

· The training course for users shall be organized for all the users expected/planned by the final beneficiary institution for each type/model of equipment installed.

· The training course for users shall focus at least on the following topics:

· presentation and contacts of the reference technicians;

· equipment's functions in the offered configuration, alarm signals and error signals;

· calibrations (if requested), daily cleaning and maintenance operations in order to assure the longest equipment life;

· correct equipment utilization and related possible risks for users.

· The average duration and the topics of the course shall be not less than the Manufacturer’s recommendations.

· A final test shall be organized at the end of the training course in order to verify the know-how acquired; the trainees shall certify that the received training is satisfactory.

Technical training

· The training course for maintenance technicians shall be theoretical and practical, using the equipment in the configuration, proper instrumentation, testers, simulators, and planning simulation and management of the most common problems; the training proposal shall be approved by the Contracting Authority.

· The training course for maintenance technicians shall be organized to for all the technicians and engineers expected/planned by the final beneficiary institution for each type/model of equipment installed.

· The training course for maintenance technicians shall focus at least on the following topics:

· presentation and contacts of the reference technicians;

· general equipment functions, specific technical characteristics and alarm signals;

· main electrical and functional schemes;

· calibrations (if required) and periodic maintenance in order to assure the longest equipment life;

· preventive maintenance and its regular recurrence;

· problem identification and corrective maintenance (to solve the most frequent problems);

· safety and quality controls, where applicable.

· The average duration and the topics of the course shall be not less than the Manufacturer’s recommendations.

· A final test shall be organized at the end of the training course in order to verify the know-how acquired and the results shall be delivered to the Contracting Authority.

Warranty, After-sales service and Spare parts

· Warranty period shall last not less than 12 months from the acceptance test. 

· After-sales and maintenance services during warranty and post warranty period must be provided for the supplied equipment by the Contractor or through an authorized local agent.

· The Contractor must describe the level of services (SLA) and spare parts and consumables provided and/or suggested.

· Warranty shall include regular preventive maintenance / safety and functionality checks / QA as per Manufacturer’s recommendations, or at least once (1) per year if not differently specified by the Manufacturer.

· Warranty shall include corrective and technical interventions.

· The service availability (telephone/fax/mail) shall be at least:

· Saturday-Thursday 08:00 – 17:00;

· trouble ticketing 

· on-site first interventions within two (2) working day;

· other warranty conditions specified in the Special Conditions of this contract.

· Availability of spare parts, consumables and maintenance services must be guaranteed for not less than 10 years.

· The proposal shall include the list of suggested spare parts, maintenance materials/kits and consumables for each equipment. The list shall be included in the technical envelope without a quotation. The list shall be quoted, with itemized price, in the financial envelope.

· The submission shall include an optional proposal for after-warranty interventions and also for an after-warranty maintenance contract. The proposal shall be described in the technical envelope, without a quotation, and shall be quoted in the financial envelope.

Documentation

· Service and operational manuals must be provided in English for all equipment (2 soft and/or hard copies)

· The Tenderer shall provide the original Manufacturer's brochure for each item, in hard-copy and CD/DVD support, in English language.

· The user manual shall include all information for proper functioning and operation of the equipment by the user; the user manual shall include, but not be limited to, the following information:

· physical description;

· features and functions;

· operating instructions;

· operational checks and technical procedures;

· illustrations;

· performance characteristics;

· adjustments, troubleshooting, calibrations, etc.;

· preventive maintenance.

· The service manual shall include all information necessary to carry out the maintenance procedures on the equipment, performed as applicable by the local technical staff at the Clinical Engineering Department of the health facility or in another location; the service manual shall include, but not be limited to, the following information:

· system overview with full technical specifications and supply requirements;

· installation requirements and instructions;

· spare parts list with part number and ordering information;

· wiring diagrams and technical drawings/schemes;

· list of equipment needed for calibration and routine maintenance;

· calibration, quality control and preventive maintenance procedures and checklists;

· certificate of inspection and calibration from factory.

The awarded Company must take the full responsibility for the installation, set-up and interoperability among the provided equipment, guaranteeing functionalities, operating procedures and services, as described in the present document.
C. List of supplies 
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Item number
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	1
	Digital Mammography Unit:

GENERAL DESCRIPTION

The supply concerns a latest generation digital mammography system, with a large solid-state detector and equipped with advanced clinical applications.

To be used in routine and in-depth diagnostic activities, the system must be characterized by:

· High image quality;

· Reduced dose to the patient;

· Advanced application of tomosynthesis (optional);

GENERATOR

· Maximum power output not less than 7kW;

· Wide current range, with maximum value not lower than 160 mA;

· High voltage and high frequency generator;

· Possibility to adjust the voltage in the range 22-49 kV, with step ≤1kV;

· Equipped with a system dedicated to the documentation of the average glandular dose (AGD) supplied, which also makes it possible to memorize it;

· Equipped with an automatic exposure control system (AEC) capable of simultaneously selecting multiple exposure parameters, with a high number of measuring cells and morphological analysis of the breast (density, dimensions, presence of implants, etc. ...).

X-RAY TUBE 

· X-ray tube preferably with double anodic track and multiple filtration;

· Rotation speed of the anode of at least 9500 rpm;

· Double focal spot, with dimensions not exceeding 0.1 and 0.3 mm;

· High capacity and thermal dissipation of the x-ray complex;

· Equipped with automatic collimation system with various collimation fields and light centering device.

STAND

· Stand for the support of the X-ray source and the height-adjustable detector, which allows the widest possibility of access and the widest movements, to facilitate the execution of the mammographic examination, including Tomosynthesis, ensuring high performance and ergonomics;

· Equipped with a geometric enlargement system;

· Rotation range of the X-ray complex at least equal to 320°;

· Equipped with motorized movements with control buttons placed so as to facilitate the operation of the technical staff, for the execution of 2D and 3D Tomosynthesis views;

· Focus-detector distance not less than 65 cm;

· Anti-diffusion grid with high absorption capacity of diffuse radiation; self-retracting in views with magnification technique and in acquisition in Tomosynthesis.

COMPRESSION SYSTEM

· Compression system regulated by motorized or motorized / manual microprocessor, with rapid decompression of the post-exposure breast;

· Equipped with compressor kit for exams, magnification included;

· Optimized compression system according to the breast and such as to make the examination as comfortable as possible for the patient.

· In particular, the following will be included in the supply:

· Standard 18x24 compressor paddle;

· Standard 24x30 compressor paddle;

· Adaptive / flexible compressor;

· Compressor for geometric enlargement;

· Digital display with indication of the applied compression force and the thickness of the compressed breast;

· Equipped with emergency release of compression in case of power failure;

DIGITAL DETECTOR

· Digital technology with Full Field solid state detector and TFT readout;

· System equipped with detector with active area size not less than 24cm x 29cm

· Small geometric dimensions of the pixel;

· DQE at 0 lp / mm preferably ≥ 70%;

· Dynamic range ≥ 14 bits

IMAGE ACQUISITION CONSOLE

· Acquisition console dedicated to the technician, equipped with adequate possibility of viewing the patient;

· Equipped with a double flat screen display of a size not less than 20" and a resolution of not less than 2 Mpixel, for verifying the correct execution of the exams and the recall of previous studies;

· Operative image management software that also allows the display of exposure and dose parameters;

· Execution time of the 2D and 3D Tomosynthesis examinations as short as possible, taking into account the patient's comfort and the quality of the examination;

· Time interval between exposure and display of 2D images and 3D images of Tomosynthesis on the console as short as possible;

· Time of transfer of data and images to the reporting station as short as possible;

· Fully DICOM compatible station (ref. Paragraph Connectivity);

· High performance computer equipped with hardware memory with high storage capacity;

REPORTING STATION

· Station dedicated to the Radiologist, able to view the images sent by the acquisition station;

· Double TFT LCD flat screen monitor, very high resolution (not less than 5 Mpixel), suitably configured and calibrated to obtain the highest possible quality in performing mammographic examinations [2D, 3D Tomosynthesis];

· Equipped with operating image management software that allows mammography image processing;

· Fully DICOM compatible station (ref. Connectivity Paragraph);

· High-performance computer with hardware memory, with a capacity for temporary storage of not less than 15,000 uncompressed 2D images and suitable printer.

CONNECTIVITY

· The equipment must be completely DICOM compatible standards. At least the following classes must be guaranteed: Print, Storage, Storage Commitment, Modality Worklist, Query / Retrieve, Performed Procedure Step;

· Given the critical issues related to the volume of data produced in tomosynthesis, it is required the possibility of configuring mammography / workstation / archive connectivity in a flexible and optimized way to the characteristics of the LAN (compression, 2D and 3D sending priority, 2D and 3D spatial images resolution, package size, multiframe objects, etc ...).
2. Others 

· Power supply: 220 VAC, single-phase, 50/60 Hz
· Power supply characteristics (V, A, kVA)
· Cables included
· Operating temperature and humidity (min - max)

· Air conditioning requirements

· Maximum total load on the floor (kg / sqm)

· Recommended floor area 

· Quality Mark

· Class and type (according to CEI 62-5 standards or equivalent)

· Certifications of compliance with international standards (describe with attachment)
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	One year warranty, at least
	-
	
	-

	3
	Training
	-
	
	-

	4
	Transport, Delivery, Installation, Test, Commissioning
	-
	
	-

	5
	Civil works (if any)
	<…>
	
	-

	
	Additional Optional Items to be priced separately
	
	
	

	1
	QUALITY CHECKS

· Puppets / devices necessary for carrying out the Image Quality Controls pursuant to international standards, as well as dedicated software procedures and pursuant to EUREF IV Edition.
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	Burner, with customizable CD / DVD labeller
	1
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	List if any
	<…>
	
	

	
	Optional software packages
	<…>
	
	

	1
	TOMOSYNTHESIS AND SOFTWARE APPLICATIONS 
· Stratified reconstruction function for 3D image acquisition;

· Possibility to configure iterative or FBP 3D image reconstruction software;

· Acquisition geometry (pendulum angle and pixel size) selectable for routine examinations (maximum efficacy and rapidity of acquisition, minimum dose) and for diagnostic analyzes (maximum image quality, maximum spatial resolution);

· Minimum thickness of the reconstructed slice ≤ 1 mm;

· Possibility to proceed (on the operator's station) to join several slices (slabbing), to limit the storage space and the number of images produced;

· The system must be immediately ready for 3D acquisition without having to perform any preventive operations;

· The system must be able to provide 2D and 3D images in a single compression (combined system) with reduced times;

· Equipped with software for the synthesis of 2D images reconstructed from the tome acquisition
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	IMAGE ACQUISITION CONSOLE
· Software for the calculation of breast density
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	List if any 
	<…>
	
	

	
	Spare Parts, Consumables to be priced separately
	
	
	

	1
	List if any
	<…>
	
	

	2
	List if any
	<…>
	
	

	3
	List if any
	<…>
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