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Specification 
for the procurement of  ultraportable X-ray system for screening  of tuberculosis 
1.	Introduction
International Charitable Foundation “Alliance for Public Health” (hereinafter – Alliance) is an independent international organization, registered in Ukraine. Alliance is also a member of the International HIV/AIDS Alliance Global Partnership, which unites organizations in over 30 countries fighting HIV/AIDS and other epidemics. 
The Mission of Alliance is to reduce the spread of the HIV infection and AIDS mortality and alleviate the negative impact of epidemic through supporting community action against HIV/AIDS in Ukraine and disseminating effective approaches to prevention and care throughout Eastern Europe and Central Asia.
Alliance is a recipient of the donors grant funds to counter HIV/AIDS epidemics in Ukraine and the region. It has a responsibility to the Global Fund, the United States Agency for International Development (USAID), Charitable Foundation “Development of Ukraine” and other donors.

2. Description of the subject of purchase.
2.1. General Information
	Name of the subject of purchase: 
	Ultraportable X-ray system for screening for tuberculosis

	Quantity:
	10 (ten) sets

	Delivery period:
	60 calendar days from the date of conclusion of the contract or receipt of advance payment (if available)

	Warranty period
	Not less than 12 months



2.2. Technical Specifications
2.2.1.	The core system must comprise of at least the following devices/elements:
· X-ray generator		
· X-ray generator stand/frame		
· X-ray detector		
· X-ray detector stand/frame		
· Portable workstation / PC console and/or portable remote control station		
· Data management and communication software/hardware		
· Case/bag for packing and transportation		
· Accessories, incl. radiation protection devices	
	
2.2.2	X-ray generator
High-frequency X-ray generator:
· Voltage range must include the range from 50kV to not less than 90kV (better with the minimum range of at least from 50kV to 110kV), preferably digitally displayed		
· X-ray generator current-time range must include the range from 0.5 to 2.5 mAs (better with the minimum range of at least from 0.3 to 100 mAs) and preferably digitally displayed		
· Maximum current: at least 5mA @ 90kV (or calculated on the product voltage available) (better: up to at least 20mA)		
· The X-ray generator must be supplied complete with all the necessary cables and connectors		
X-ray tube and collimator:
· Fixed or (preferred) rotating anode with the focal spot of <1.3 mm		
· Heat storage capacity of the anode at least 10,000 HU (preferably higher)
· and/or Nominal Radiographic anode input power (IEC 60613, ed. 3) at
· least: 0.45 kW (=90 kV * 2.5 mAs / 0.5 s), preferably 22 kW (=110 kV * 100
mAs/0.5s)		
· Preferably, high anode temperature alarm and automatic blocking/alarm for high tube temperature.		
· Multileaf collimator with patient centering light. Total filtration with the collimator of at least 2.5 mm @ 70 kV (or calculated n the product voltage available) Al equivalent (10).		
Exposure features:
· Time range must include the range from 0.04 to at least 0.5 s (better with minimum range at least: from 0.01 to 4.0 s), preferably with at least 20 steps		
· Preferably with an automatic exposure control facility		
· Exposure release switch, preferably detachable; a cordless remote control even more preferable.		
· Maximum exposure switch operating distance to be specified as well as the optimal source-image distance (SID)		
· Exposure capacity when fully charged (battery autonomy time) greater than 100 exposures
· Preferably: a detachable/replaceable battery (at least 1 extra battery / back up batteries would be preferable, if applicable)		
· Preferably: DAP display to record/display patient examination dose or alternatively software to calculate the dose.		

2.2.3. X-ray generator stand/frame
· Lightweight.		
· Vertical movements range must include the range from 50 to 150 cm above the ground.	
· The stand/frame shall be capable of setting the best generator's position for all the clinical applications/uses/interventions requested and available.		
· Preferably, with the rotation of 90 degrees around the vertical axis.		
· Preferably, fully counterbalanced for safe and easy movement (if necessary). The counterbalances system to be specified, if any.		

2.2.4.	X-ray detector
· Dimensions: Active detector area not less than 35*43cm		
· Time to display image after exposure no longer than 10 s.		
· Preferably, pixel pitch not greater than approximately 150μm.		
· Spatial resolution not less than 3 lp/mm (better: at least 3.5 lp/mm).		
· Preferably, DQE, detective quantum efficiency @ RQA5 at least 70% (better: at least 80	
· Dynamic range of A/D converter at least 14 bit (preferably 16 bit) or at least 10 pixels resolution
· Exposure capacity when fully charged (battery autonomy time) at least 100 chest X-ray images @ 90kV (or calculated on the product voltage available).		
· Detector is to be connectable to the workstation (wireless feature/option preferably included
· To be supplied complete with all the necessary cables and connectors, if any.		
· Preferably: Automatic Exposure Detection feature available.
		
2.2.5.	X-ray detector stand/frame
· Lightweight.		
· Vertical movements range must include the range from 50 to 150 cm above the ground (preferably up to 200 cm).		
2.2.6.	Workstation/console 
· One LED or LCD colour display, at least 13”, at least 2 MP (system integrated or external).
· Two or more microprocessors, at least 1.7 GHz each.		
· RAM at least 6 GB.		
· Hard drive: at least 500 GB SSD.		
· High resolution (at least 1440*1440) are to be retrieved, reproduced and stored without the loss of quality.		
· Data storing and transfer to other workstations / PC consoles / networks		
· Display languages are to include at least English (preferably with French and Spanish; national language/s of the user/s will be an advantage).		
· Additional generator-integrated consoles / monitors / visors are an advantage.		
· Wireless connection function must be included.	
	
2.2.7.	Dedicated software for calibration and image management, with at least all the following functions to be included, and DICOM 3.0 compatible (image storage and transfer):
· Patient registration/data		
· Exposure parameter regulation; exposure parameter registration/recording		
· Image processing (clip, zoom, magnifier, invert, rotate, flip, annotations, measurements, digital collimation, etc.), image view, detail enhancement and noise suppression, tissue equalization.
· Alphanumeric annotation of images is required.		
· Chest X-ray programme by default with the patient thickness range including at least the range from 14 to 40 cm.		
· Last image hold function, displayed on a clear screen.		
· Storage capacity sufficient for at least 2000 images, supporting media storage on removable media.		
· Interoperability with the local and/or national Picture Archiving and Communication System (PACS) where available.		
· Preferably: interoperability with other software.		
· Demonstrated integration with AI-powered Computer-Aided Detection (CAD) solutions.	
· To be supplied with original necessary licenses (CAD, PACS, etc.).		
· If computer aided diagnostics/AI is included in the equipment offered, it has to be approved by the WHO or a regulatory authority as “software as medical device” (i.e. EC, FDA, TGA. Etc.), and the compliance must be confirmed. 		
· The manufacturers shall state the intended purpose of the CAD (diseases/conditions covered, screening, diagnostics and standards approved).		
· If CAD is available, it should preferably be able to analyze multiple diseases.		
· Preferably: open source software that can be adapted to local needs.	
	
2.2.8.	Physical and chemical characteristics
· Total weight of the X-ray generator (with the battery) is less than 20 kg.		
· Total weight of the X-ray detector (with the battery) is less than 5 kg.		
· The system shall be designed to be completely and easily portable.		
· Total weight of the complete system shall not exceed 30 kg, including at least: generator, detector, the stands (for both detector and generator), PC / workstation, and preferably including also the transportation case/bag and an external charging system (if any).		
2.2.9.	Utility requirements
· X-ray generator and detector shall be powered by rechargeable batteries (preferably with the capability for both devices to be charged during operation).
· Recharge power source: AC power input shall be 120 or 220 VAC +/-10%, 50/60Hz, single phase, fitted with a compatible mains plug (if applicable, an appropriate transformer /condenser array should be included).		
· Battery recharging time: less than 6 hours (both for the generator and the detector).	
· Low battery alarm (preferable).		
· The back-up battery for the whole system (generator, detector and workstation) shall allow making at least 100 chest X-ray exposures @90KV with image transmission/ storage.	
· Voltage corrector / stabilizer shall enable safe and stable operations at ±20% of the local rated voltage (if necessary/specified by the user).		
· The detector should preferably be provided with a separate, removable Lithium-ion battery (where applicable)
· Alternative power sources for battery recharge will be an advantage (e.g. solar panels, etc.).		
2.2.10. Accessories, consumables, spare parts, and other components
· A transportation case/bag to enable an easy and safe transportation of the entire portable digital X-ray system (including the generator and the detector) and accessories provided (including workstation/PC/console).		
· External charging system: the external power system (e.g., solar panel, power bank, charging dock, etc.) shall be able to charge all the electric components (generator, detector and workstation) of the portable digital X-ray system.		
· At least two protective aprons with the following characteristics:
• shoulder to knee length;
• the material should be as light as possible (i.e. lead-based composite or lead-free materials with high atomic numbers and low densities);
• at least 0.25 mm Pb protection equivalence (measured @ 90 kVp at least);
• adult size / adjustable front lead apron with velcro / buckle;
• each apron shall weigh less than 4 kg;
• to be supplied with at least one thyroid shield/collar.		
· Based on a workload assessment, a mobile protective shield could be considered preferable in addition to the abovementioned aprons.		
· At least one set/pack of radiation hazard and pregnancy warning signs which can be installed outside the screening rooms to keep the personnel and visitors notified about the X-ray areas; warning signs shall be made of durable, outdoor-rated materials.		
· At least 10 highly visible impact detection stickers ("Shock Stickers") or adhesive labels with tamperproof shock sensors mechanically activated in case of mishandling.		
2.3. Environmental requirements
2.3.1. The system shall be storable in the ambient temperature range of +10°...+50°C (preferably from +5°C to at least +60°C) at the relative humidity range of 15...80%.		
2.3.2. Capable of operating continuously in the ambient temperature from +15°C to at least +35°C (preferably from +10°C to at least +40°C) at a relative humidity of 15% to at least 80% (preferably up to 95%).		
2.3.3. Both the generator and the detector shall comply with IPX standards ("Ingress Protection"), preferably, at least IPX5.
		
2.4. Safety and standards. Standards for the manufacturer and for the equipment.
The following certificates shall be available for each element of the system:
2.4.1. Certified quality management system for medical devices (e.g. ISO 13485). A copy of the certificate confirming compliance of the quality management system with ISO 13485
2.4.2. General quality management (e.g. ISO 9001). A copy of the certificate confirming compliance with ISO 9001
2.4.3. Application of risk management to medical devices (e.g. ISO 14971). A copy of the certificate confirming compliance of the risk management system for medical devices with ISO 14971
Compliance with the following international standards or their regional or national equivalents (including technical tests for safety and performance conducted by an accredited laboratory or third party):
2.4.4. IEC 60601-1 Medical electrical equipment - Part 1: General requirements for basic safety and essential performance.
2.4.5. IEC 60601-1-1 Medical electrical equipment - Part 1-1: General requirements for safety - Collateral standard: Safety requirements for medical electrical systems.
2.4.6. IEC 60601-1-2 Medical electrical equipment - Part 1-2: General requirements for basic safety and essential performance - Collateral Standard: Electromagnetic disturbances - Requirements and tests.
2.4.7. IEC 60601-1-8 Medical electrical equipment — Part 1-8: General requirements for basic safety and essential performance — Collateral standard: General requirements, tests and guidance for alarm systems in medical electrical equipment and medical electrical systems.
2.4.8. IEC 80601-2-49 Medical electrical equipment — Part 2-49: Particular requirements for the basic safety and essential performance of multifunction patient monitoring equipment.
2.4.9. IEC 80601-2-30 Particular requirements for basic safety and essential performance of automated non-invasive sphygmomanometers.
2.4.10. ISO 80601-2-61 Medical electrical equipment — Part 2-61: Particular requirements for basic safety and essential performance of pulse oximeter equipment.
2.4.11. IEC 60601-2-27 Particular requirements for basic safety and essential performance of electrocardiographic monitoring equipment.
Preferably tested for compliance with:
2.4.12. IEC 62366-1 Medical devices - Part 1: Application of usability engineering to medical devices.
2.4.13. IEC 60068-1:2013: Environmental testing - Part 1: General and guidance.
2.4.14. IEC 60068-2-31 Environmental testing - Part 2-31: Tests - Rough handling shocks, primarily for equipment-type specimens.		Provide the proofs of compliance with the listed international standards or their regional or national equivalents (including technical tests for safety and performance conducted by an accredited laboratory or third party)

2.4.15. The product offered by the Bidder shall be listed in the State Register of Medical Equipment and Medical Devices and/or introduced into operations as per the legislation covering technical regulation and compliance assessment according to a legal procedure.
2.4.16. As a proof, the Bidder shall submit a certified copy of the declaration (certificate) or a copy of the documents confirming possibility of introduction into use and/or operations (application) of the medical device following a compliance assessment procedure as per technical regulations, or a notification from the MoH about the introduction into use and operations of certain medical devices that, while not compliant with technical regulations, must be used in the interest of public health.

2.5.  Other requirements
2.5.1. Proof of authority to sell the equipment in Ukraine provided by the manufacturer or their official representative in Ukraine. The Bidder shall submit the original letter from the manufacturer (or a representative office or a branch of the manufacturer whose authority covers the territory of Ukraine), or from a representative, dealer, distributor having a formal authority established by the manufacturer, confirming the Bidder’s capability of supplying the unit included in the bid, in the quantity and within the timeframe specified in this Documentation and Bidder’s bid. The letter shall contain the name of the Bidder, procurement no., and the name of the procured item.
2.5.2. Provide a list of service manufacturer-certified service centers for the proposed equipment. Provide the list of the service centers.
2.5.3. Availability of a copy of the manual in Ukrainian. The item to be supplied shall be complete with an operation manual and technical documentation in Ukrainian.
2.5.4. The bid price shall include installation, setting up, and training for technical and medical personnel. 
2.5.5. The warranty term is twelve (12) months since commissioning.
2.5.6.  Letter of guarantee. Submit a letter of guarantee of performing installation, setting up and providing training of Customer’s personnel on using (operating) the equipment on site.
2.5.7. The participant must confirm the compliance of the product offered by him with the specified technical requirements for the given item of procurement by filling in the "Medical and technical requirements" in full with a reference to the corresponding page (item) from the technical documentation. Such technical documentation in Ukrainian (or a translation) for the proposed equipment must be submitted by the participant together with its proposal. The lack of confirmation of compliance in any item "Medical and technical requirements" in the manner established by the customer will mean that the participant does not have such a parameter, which will lead to the rejection of his tender offer as not meeting the requirements of the Tender Documentation.
Note: Wherever trade names, firms, patents, designs, types, source of origin or manufacturer are mentioned in the text, "or equivalent" should be understood.

3. Product quality. Packaging
3.1. The product must have appropriate packaging that ensures the integrity of the product and its preservation during transportation
3.2. The product must be from the official manufacturer, new, in the original packaging. The product quality is standard, determined by the equipment manufacturer.

4. Terms of delivery.
4.1. Delivery on the terms of DAP to the address: Alliance warehouse - Ukraine, 07400, Kyiv Region, Brovary, Bypass Road, 8 UVK LLC 
4.2. The supplier is obliged to supply, unload, carry out installation and commissioning works and ensure the training of medical personnel by a certified engineer of the company producing the goods or an official representative authorized by the company producing the goods at the addresses of the Institutions receiving the goods.
4.3. When delivering goods, copies of accompanying documents confirming the quality and safety of the goods (certificate of conformity (quality) / manufacturer's declaration indicating the date of manufacture and other documents provided for by the current legislation of Ukraine) must be provided.
4.4. It is planned to deliver the Goods no later than August 2023. Participants are invited to provide their own forecasts regarding the terms of delivery of the order (see Appendix No. 2 to this Specification).
4.5. Maintenance for 2 years should be included in the cost of the equipment.

5. Terms of payment.
5.1. Terms of payment: 
advance payment - no more than 50% of the total volume of the Goods within 10 (ten) working days from the moment of signing the Addendum to the Agreement and providing the corresponding invoice, balance payment - within 10 (ten) working days from the moment of completion of acceptance of the Goods.
Or
100% balance payment - within 10 (ten) working days from the moment of receiving the Goods.
5.2. A supply contract will be concluded and payments will be made:
for residents of Ukraine - in Ukrainian hryvnias, which will be the equivalent in US dollars in accordance with the official NBU (not market) on the date of invoicing for the delivery of the Goods.
For non-residents - in US dollars
5.3. All payments under the contract will be made exclusively WITHOUT VAT. In accordance with the provisions of Clause 26 of Subsection 2, Chapter XX of the Tax Code of Ukraine: the supply of goods (except for excise goods) and the provision of services in the customs territory of Ukraine and the provision of services are exempt from VAT taxation, if such goods/services are paid for through grants (sub-grants ), provided in accordance with the programs of the Global Fund to fight AIDS, tuberculosis and malaria in Ukraine, implemented in accordance with the law. The procedure for carrying out such transactions is determined by the Resolution of the Cabinet of Ministers of Ukraine "Some issues of the importation of goods into the customs territory of Ukraine and the supply of goods to the customs territory of Ukraine and the provision of services paid for by grants (sub-grants) of the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine" dated April 17, 2013 N 284.
According to the above-mentioned Decree of the CMU, there is a clear and simple mechanism for obtaining exemption from paying VAT for these transactions. The Alliance will provide the Contractor with advisory assistance in formulating relevant applications and obtaining decisions on exemption from payment of VAT at the initial stage of cooperation.
If you have any questions regarding the application of the VAT exemption mechanism, please contact the tender organizer and he will kindly provide you with all the necessary information.

6. Warranty conditions
6.1. The product must have a warranty (restoration of performance or replacement in case of failure) from the Supplier.
6.2. The minimum warranty period for restoration of performance (or replacement in case of malfunction) is 1 year, providing a similar warranty for 2 or 3 years will be an additional advantage.
6.3. Maintenance for 2 years should be included in the cost of the equipment.
6.4. A contact line for warranty and post-warranty service will be an advantage

7. Organizational requirements
7.1. A legal entity or an individual entrepreneur registered under the legislation of Ukraine. In the event that the offer will be provided by one participant, and the deliveries will be made on behalf of affiliated entities (for example, a single tax payer) - it is necessary to submit a confirmation letter of such affiliation together with the offer;
7.2. A copy of the partnership certificate / Authorization letter from the manufacturer / confirmation letter of the originality of the proposed products

8. Key criteria for evaluating commercial proposals
The commercial proposal (together with its annexes) must meet and is evaluated according to the following criteria:
• compliance with technical and warranty conditions/specification requirements
• the cost of the Goods
• delivery time
• proposed terms of payment
• additional benefits

9. Content of tender bids
Bidders must include the following information in commercial proposals:
1. Copies of registration documents (state registration certificate, tax payer certificate)
2. A copy of the partnership certificate / Authorization letter from the manufacturer / confirmation letter of the originality of the proposed products (in the absence of direct commercial relations with the manufacturer, it is possible to provide an authorization letter from the official representative of the manufacturer).
3. List of quality documents in accordance with point 2.4.
4. Provide a list of service centers certified by the manufacturer to service the proposed equipment.
5. Confirmation letter regarding delivery, installation, adjust, training of technical and medical personnel, free of charge maintenance of equipment for 2 years.
6. Instruction/technical description of the proposed equipment
7. Completed and signed Annexes #1-4 to the Specification.

10. Rules for processing the proposal of the applicant company:
10.1. Please make sure that your application is properly structured: in the dossier, before the package of documentation corresponding to one or another item from the list of item 5, a sheet of paper with the name of this item must precede it. For example, when submitting a copy of the "Certificate of State Registration of a Legal Entity", the package of relevant documents must be preceded by a sheet of paper with the inscription "Certificate of State Registration of a Legal Entity".
10.2. Copies of documents provided must be legible and of high quality.
10.3. The envelope must contain the name of the tender and the words "DO NOT OPEN UNTIL..." (indicate the time and date indicated in the documentation as the deadline for opening envelopes with a tender offer).
	PROPOSAL FOR TENDER
Ultraportable X-ray system for tuberculosis screening

DO NOT DISCLOSE UNTIL 11:00 AM, ___ June 2023



























[bookmark: _GoBack]Appendix No. 1 to the Specification for the procurement of an ultraportable X-ray system for tuberculosis screening

Read the text of the given form, fill it out and submit it as part of the tender offer.

Date: __________________ 2023.
To: International Charitable Foundation "Public Health Alliance"

Ladies and Gentlemen,

Having read the invitation to participate in the tender for the provision of a complex of logistics services in Ukraine, receiving the invitation to participate in which is hereby confirmed, we, the undersigned, offer the provision of the above-mentioned services in accordance with the specification and tender documentation. Our tariff proposals for this tender are provided in the table, which is part of our commercial proposal.

In case of acceptance of our proposal, we assume responsibility:
• provide the above-mentioned services in accordance with the terms of the tender documentation and the draft contract for the provision of services, which is part of the tender documentation;
• ensure the completeness and accuracy of our commercial offer in the form, prices/tariffs and time specified in the invitation to participate and the tender documentation;
• comply with the terms of our commercial offer during the period of validity of the commercial offer, which is indicated in the invitation to participate in this tender - 90 days. Our commercial offer can be accepted (accepted) by the organizer of this tender at any time before the end of its validity period;
• to agree and sign the contract for the provision of services during the mandatory compliance with the provisions of the draft contract, which is part of the tender documentation.

We agree to the following:
• the organizer of this tender is not obliged to accept the lowest commercial offer or any of the commercial offers received;
• the organizer of this tender reserves the right to reject the tender offers of all tender participants.

We confirm our legal, financial, organizational and other ability to fulfill the conditions of this tender and conclude a contract for the provision of services.


[signature] [position]

Authorized to sign a commercial proposal for and on behalf of:

[the company name]
Company seal


Appendix No. 2 to the Specification for Procurement Ultraportable X-ray system for tuberculosis screening

Please fill in the table:
	1.
	Full name of the company
	

	2.
	Legal address of the company
	

	3.
	Actual address of the company
	

	4.
	Head of the company: position, full name
	

	5.
	Contact phone number of the head of the company
	

	6.
	Contact person for submitting the Application
	

	7.
	Mobile phone number of the contact person
	

	8.
	E-mail of the contact person
	




Signed by me, __________________________________________________________,
who holds the position of ___________________________________________________________ (head of the enterprise)
on behalf of the company ____________________________________________________________
_______ (number) _________________ (month) 20________ (year).

________________________ (signature)





















Annex 3 to the Specification for Supply of the Ultra-portable TB Screening X-ray System

Responsiveness to the technical requirements


	Parameter
	Availability of the function or parameter’s value as per the ToR
	Performance characteristics of the proposed device, comments; please specify the corresponding page no. from the manual/specification

	
	
	[Specify the model and brand]

	Trade name of the goods 
	Specify the brand and the model of the proposed device
	

	Manufacturer
	Specify the manufacturer of the proposed device
	

	Country of origin
	Specify the country of origin of the proposed device
	




	No.
	Specification
	Responsiveness
(yes/no)
	Indicate the page no. of the technical document

	1. The core system must comprise of at least the following devices/elements:

	1.1. 

	X-ray generator
	
	

	1.2. 
	X-ray generator stand/frame
	
	

	1.3. 
	X-ray detector
	
	

	1.4. 
	X-ray detector stand/frame
	
	

	1.5. 
	Portable workstation / PC console and/or portable remote control station
	
	

	1.6. 
	Data management and communication software/hardware
	
	

	1.7. 
	Case/bag for packing and transportation
	
	

	1.8. 
	Accessories, incl. radiation protection devices
	
	

	2. X-ray generator

	2.1  High-frequency X-ray generator:

	2.1.1.
	Voltage range must include the range from 50kV to not less than 90kV (better with the minimum range of at least from 50kV to 110kV), preferably digitally displayed
	
	

	2.1.2.
	X-ray generator current-time range must include the range from 0.5 to 2.5 mAs (better with the minimum range of at least from 0.3 to 100 mAs) and preferably digitally displayed
	
	

	2.1.3.
	Maximum current: at least 5mA @ 90kV (or calculated on the product voltage available) (better: up to at least 20mA)
	
	

	2.1.4.
	The X-ray generator must be supplied complete with all the necessary cables and connectors
	
	

	2.2. X-ray tube and collimator:

	2.2.1.
	Fixed or (preferred) rotating anode with the focal spot of <1.3 mm
	
	

	2.2.3.
	Heat storage capacity of the anode at least 10,000 HU (preferably higher)
and/or Nominal Radiographic anode input power (IEC 60613, ed. 3) at
least: 0.45 kW (=90 kV * 2.5 mAs / 0.5 s), preferably 22 kW (=110 kV * 100
mAs/0.5s)
	
	

	2.2.4.
	Preferably, high anode temperature alarm and automatic blocking/alarm for high tube temperature.
	
	

	2.2.5.
	Multileaf collimator with patient centering light. Total filtration with the collimator of at least 2.5 mm @ 70 kV (or calculated n the product voltage available) Al equivalent (10).
	
	

	2.3. Exposure features:

	2.3.1.
	Time range must include the range from 0.04 to at least 0.5 s (better with
minimum range at least: from 0.01 to 4.0 s), preferably with at least 20
steps
	
	

	2.3.2.
	Preferably with an automatic exposure control facility
	
	

	2.3.3.
	Exposure release switch, preferably detachable; a cordless remote control even more preferable.
	
	

	2.3.4.
	Maximum exposure switch operating distance to be specified as well as the optimal source-image distance (SID)
	
	

	2.3.5.
	Exposure capacity when fully charged (battery autonomy time) greater than 100 exposures
	
	

	2.3.6.
	Preferably: a detachable/replaceable battery (at least 1 extra battery / back up batteries would be preferable, if applicable)
	
	

	2.3.7.
	Preferably: DAP display to record/display patient examination dose or alternatively software to calculate the dose.
	
	

	3. X-ray generator stand/frame

	3.1.
	Lightweight.
	
	

	3.2.
	Vertical movements range must include the range from 50 to 150 cm above the ground.
	
	

	3.3.
	The stand/frame shall be capable of setting the best generator's position for all the clinical applications/uses/interventions requested and available.
	
	

	3.4.
	Preferably, with the rotation of 90 degrees around the vertical axis.
	
	

	3.5.
	Preferably, fully counterbalanced for safe and easy movement (if necessary). The counterbalances system to be specified, if any.
	
	

	4. X-ray detector

	4.1.
	Dimensions: Active detector area not less than 35*43cm
	
	

	4.2.
	Time to display image after exposure no longer than 10 s.
	
	

	4.3.
	Preferably, pixel pitch not greater than approximately 150μm.
	
	

	4.4.
	Spatial resolution not less than 3 lp/mm (better: at least 3.5 lp/mm).
	
	

	4.5.
	Preferably, DQE, detective quantum efficiency @ RQA5 at least 70% (better: at least 80%)
	
	

	4.6.
	Dynamic range of A/D converter at least 14 bit (preferably 16 bit) or at least 10 pixels resolution
	
	

	4.7.
	Exposure capacity when fully charged (battery autonomy time) at least 100 chest X-ray images @ 90kV (or calculated on the product voltage available).
	
	

	4.8.
	Detector is to be connectable to the workstation (wireless feature/option preferably included).
	
	

	4.9.
	To be supplied complete with all the necessary cables and connectors, if any.
	
	

	4.10.
	Preferably: Automatic Exposure Detection feature available.
	
	

	5. X-ray detector stand/frame

	5.1.
	Lightweight.
	
	

	5.2.
	Vertical movements range must include the range from 50 to 150 cm above the ground (preferably up to 200 cm).
	
	

	6. Workstation/console 

	6.1.
	One LED or LCD colour display, at least 13”, at least 2 MP (system integrated or external).
	
	

	6.2.
	Two or more microprocessors, at least 1.7 GHz each.
	
	

	6.3.
	RAM at least 6 GB.
	
	

	6.4.
	Hard drive: at least 500 GB SSD.
	
	

	6.5.
	High resolution (at least 1440*1440) are to be retrieved, reproduced and stored without the loss of quality.
	
	

	6.6.
	Data storing and transfer to other workstations / PC consoles / networks
	
	

	6.7.
	Display languages are to include at least English (preferably with French and Spanish; national language/s of the user/s will be an advantage).
	
	

	6.8.
	Additional generator-integrated consoles / monitors / visors are an advantage.
	
	

	6.9.
	Wireless connection function must be included.
	
	

	7. Dedicated software for calibration and image management, with at least all the following functions to be included, and DICOM 3.0 compatible (image storage and transfer):

	7.1. 
	Patient registration/data
	
	

	7.2.
	Exposure parameter regulation; exposure parameter registration/recording
	
	

	7.3.
	Image processing (clip, zoom, magnifier, invert, rotate, flip, annotations, measurements, digital collimation, etc.), image view, detail enhancement and noise suppression, tissue equalization.
	
	

	7.4.
	Alphanumeric annotation of images is required.
	
	

	7.5.
	Chest X-ray programme by default with the patient thickness range including at least the range from 14 to 40 cm.
	
	

	7.6.
	Last image hold function, displayed on a clear screen.
	
	

	7.7.
	Storage capacity sufficient for at least 2000 images, supporting media storage on removable media.
	
	

	7.8.
	Interoperability with the local and/or national Picture Archiving and Communication System (PACS) where available.
	
	

	7.9.
	Preferably: interoperability with other software.
	
	

	7.10.
	Demonstrated integration with AI-powered Computer-Aided Detection (CAD) solutions.
	
	

	7.11.
	To be supplied with original necessary licenses (CAD, PACS, etc.).
	
	

	7.12.
	If computer aided diagnostics/AI is included in the equipment offered, it has to be approved by the WHO or a regulatory authority as “software as medical device” (i.e. EC, FDA, TGA. Etc.), and the compliance must be confirmed. 
	
	

	7.13.
	The manufacturers shall state the intended purpose of the CAD (diseases/conditions covered, screening, diagnostics and standards approved).
	
	

	7.14.
	If CAD is available, it should preferably be able to analyze multiple diseases.
	
	

	7.15.
	Preferably: open source software that can be adapted to local needs.
	
	

	8. Physical and chemical characteristics

	8.1.
	Total weight of the X-ray generator (with the battery) is less than 20 kg.
	
	

	8.2.
	Total weight of the X-ray detector (with the battery) is less than 5 kg.
	
	

	8.3.
	The system shall be designed to be completely and easily portable.
	
	

	8.4.
	Total weight of the complete system shall not exceed 30 kg, including at least: generator, detector, the stands (for both detector and generator), PC / workstation, and preferably including also the transportation case/bag and an external charging system (if any).
	
	

	9. Utility requirements

	9.1.
	X-ray generator and detector shall be powered by rechargeable batteries (preferably with the capability for both devices to be charged during operation).
Recharge power source:
 AC power input shall be 120 or 220 VAC +/-10%, 50/60Hz, single phase, fitted with a compatible mains plug (if applicable, an appropriate transformer /condenser array should be included).
	
	

	9.2.
	Battery recharging time: less than 6 hours (both for the generator and the detector).
	
	

	9.3.
	Low battery alarm (preferable).
	
	

	9.4.
	The back-up battery for the whole system (generator, detector and workstation) shall allow making at least 100 chest X-ray exposures @90KV with image transmission/ storage.
	
	

	9.5.
	Voltage corrector / stabilizer shall enable safe and stable operations at ±20% of the local rated voltage (if necessary/specified by the user).
	
	

	9.6.
	The detector should preferably be provided with a separate, removable Lithium-ion battery (where applicable).
	
	

	9.7.
	Alternative power sources for battery recharge will be an advantage (e.g. solar panels, etc.).
	
	

	10. Accessories, consumables, spare parts, and other components

	10.1.
	A transportation case/bag to enable an easy and safe transportation of the entire portable digital X-ray system (including the generator and the detector) and accessories provided (including workstation/PC/console).
	
	

	10.2.
	External charging system: the external power system (e.g., solar panel, power bank, charging dock, etc.) shall be able to charge all the electric components (generator, detector and workstation) of the portable digital X-ray system.
	
	

	10.3.
	At least two protective aprons with the following characteristics:
• shoulder to knee length;
• the material should be as light as possible (i.e. lead-based composite or lead-free materials with high atomic numbers and low densities);
• at least 0.25 mm Pb protection equivalence (measured @ 90 kVp at least);
• adult size / adjustable front lead apron with velcro / buckle;
• each apron shall weigh less than 4 kg;
• to be supplied with at least one thyroid shield/collar.
	
	

	10.4.
	Based on a workload assessment, a mobile protective shield could be considered preferable in addition to the abovementioned aprons.
	
	

	10.5.
	At least one set/pack of radiation hazard and pregnancy warning signs which can be installed outside the screening rooms to keep the personnel and visitors notified about the X-ray areas; warning signs shall be made of durable, outdoor-rated materials.
	
	

	10.6.
	At least 10 highly visible impact detection stickers ("Shock Stickers") or adhesive labels with tamperproof shock sensors mechanically activated in case of mishandling.
	
	

	11. Environmental requirements

	11.1.
	The system shall be storable in the ambient temperature range of +10°...+50°C (preferably from +5°C to at least +60°C) at the relative humidity range of 15...80%.
	
	

	11.2.
	Capable of operating continuously in the ambient temperature from +15°C to at least +35°C (preferably from +10°C to at least +40°C) at a relative humidity of 15% to at least 80% (preferably up to 95%).
	
	

	11.3.
	Both the generator and the detector shall comply with IPX standards ("Ingress Protection"), preferably, at least IPX5.
	
	

	12. Safety and standards

	Standards for the manufacturer and for the equipment.
The following certificates shall be available for each element of the system:

	12.1.
	Certified quality management system for medical devices (e.g. ISO 13485).
	
	A copy of the certificate confirming compliance of the quality management system with ISO 13485

	12.2.
	General quality management (e.g. ISO 9001).
	
	A copy of the certificate confirming compliance with ISO 9001

	12.3.
	Application of risk management to medical devices (e.g. ISO 14971).
	
	A copy of the certificate confirming compliance of the risk management system for medical devices with ISO 14971

	12.4.
	Compliance with the following international standards or their regional or national equivalents (including technical tests for safety and performance conducted by an accredited laboratory or third party):
IEC 60601-1 Medical electrical equipment - Part 1: General requirements for basic safety and essential performance.
IEC 60601-1-1 Medical electrical equipment - Part 1-1: General requirements for safety - Collateral standard: Safety requirements for medical electrical systems.
IEC 60601-1-2 Medical electrical equipment - Part 1-2: General requirements for basic safety and essential performance - Collateral Standard: Electromagnetic disturbances - Requirements and tests.
IEC 60601-1-8 Medical electrical equipment — Part 1-8: General requirements for basic safety and essential performance — Collateral standard: General requirements, tests and guidance for alarm systems in medical electrical equipment and medical electrical systems.
IEC 80601-2-49 Medical electrical equipment — Part 2-49: Particular requirements for the basic safety and essential performance of multifunction patient monitoring equipment.
IEC 80601-2-30 Particular requirements for basic safety and essential performance of automated non-invasive sphygmomanometers.
ISO 80601-2-61 Medical electrical equipment — Part 2-61: Particular requirements for basic safety and essential performance of pulse oximeter equipment.
IEC 60601-2-27 Particular requirements for basic safety and essential performance of electrocardiographic monitoring equipment.
Preferably tested for compliance with:
IEC 62366-1 Medical devices - Part 1: Application of usability engineering to medical devices.
IEC 60068-1:2013: Environmental testing - Part 1: General and guidance.
IEC 60068-2-31 Environmental testing - Part 2-31: Tests - Rough handling shocks, primarily for equipment-type specimens.
	
	Provide the proofs of compliance with the listed international standards or their regional or national equivalents (including technical tests for safety and performance conducted by an accredited laboratory or third party)

	12.5.
	The product offered by the Bidder shall be listed in the State Register of Medical Equipment and Medical Devices and/or introduced into operations as per the legislation covering technical regulation and compliance assessment according to a legal procedure.

	
	As a proof, the Bidder shall submit a certified copy of the declaration (certificate) or a copy of the documents confirming possibility of introduction into use and/or operations (application) of the medical device following a compliance assessment procedure as per technical regulations, or a notification from the MoH about the introduction into use and operations of certain medical devices that, while not compliant with technical regulations, must be used in the interest of public health.

	13. Other requirements

	13.1.
	Proof of authority to sell the equipment in Ukraine provided by the manufacturer or their official representative in Ukraine. 
	
	The Bidder shall submit the original letter from the manufacturer (or a representative office or a branch of the manufacturer whose authority covers the territory of Ukraine), or from a representative, dealer, distributor having a formal authority established by the manufacturer, confirming the Bidder’s capability of supplying the unit included in the bid, in the quantity and within the timeframe specified in this Documentation and Bidder’s bid. The letter shall contain the name of the Bidder, procurement no., and the name of the procured item.

	13.2.
	Provide a list of service manufacturer-certified service centers for the proposed equipment.
	
	Provide the list of the service centers.

	13.3.
	Availability of a copy of the manual in Ukrainian or Russian. 
	
	The item to be supplied shall be complete with an operation manual and technical documentation in Ukrainian.

	13.4.
	The bid price shall include installation, setting up, and training for technical and medical personnel. The warranty term is twelve (12) months since commissioning.
	Letter of guarantee
	Submit a letter of guarantee of performing installation, setting up and providing training of Customer’s personnel on using (operating) the equipment on site.




Signed by me, __________________________________________________________,
who holds the position of ___________________________________________________________ (head of the enterprise)
on behalf of the company ____________________________________________________________
_______ (number) _________________ (month) 20________ (year).

________________________ (signature)
































Appendix No. 4 to the Specification for Procurement Ultraportable X-ray System for Tuberculosis Screening

Price offer

Each of the participants is invited to form their price offers in the form of the table below.
When filling out the table, pay attention to the following:
1. The price of the products is given on the terms of delivery in accordance with the requirements of Clause 4 of the specification.
2. The price of the Product must include the cost of the product itself, packaging/container, marking, delivery.
3. The price is provided:
• in US dollars;
• taking into account all appropriate taxes, fees and expenses in accordance with the specified terms of delivery according to the legislation of Ukraine;
• without VAT in accordance with the requirements of the Resolution of the Cabinet of Ministers of Ukraine dated 17.04.2013 No. 284 "Some issues of the importation of goods into the customs territory of Ukraine and the supply of goods to the customs territory of Ukraine and the provision of services paid for by grants (sub-grants) of the Global Fund to combat AIDS, tuberculosis and malaria in Ukraine".
4. Payments will be made:
• for residents of Ukraine - in hryvnias of Ukraine, which will be the equivalent in US dollars according to the official NBU (not market) on the date of invoicing for the delivery of the Goods.
• For non-residents - in US dollars

	Lot No.
	Item
	Quantity to purchase, sets
	Price per unit, US dollars, excluding VAT
	Total amount, USD excluding VAT
	Estimated delivery time after advance payment
1 (specific to the model)

	1
	(Indicate the model, manufacturer, country of origin)
	
	
	
	




Signed by me, __________________________________________________________,
who holds the position of ___________________________________________________________ (head of the enterprise)
on behalf of the company ____________________________________________________________
_______ (number) _________________ (month) 20________ (year).
________________________ (signature)
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