
ANNEX II + III :
 TECHNICAL SPECIFICATIONS + TECHNICAL OFFER
Contract title : Procurement Medical van “Common approaches to enhanced early diagnosis and treatment of thyroid cancer in the population of partner areas” 


p 1 /…
Publication reference : Project eMS code: RORS 350-medical van
Columns 1-2 should be completed by the Contracting Authority

Columns 3-4 should be completed by the tenderer

Column 5 is reserved for the evaluation committee 
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 3 is to be filled in by the tenderer and must detail what is offered (for example the words “compliant” or “yes” are not sufficient)  

· Column 4 allows the tenderer to make comments on its proposed supply and to make eventual references to the documentation

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.
Unless otherwise specified, the requirements in these Technical Specifications are presented as a minimum standard which the offered goods must meet. The offers that will not satisfy completely and correctly the minimum requirements mentioned below will be disqualified.
When brand names/specifications/regulations and standards referring to or describing products of a given brand or origin are used in the technical specifications, they are used in descriptive purposes only or should be interpreted as equivalent.
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	Item Number
	Specifications Required
	Specifications Offered
	Notes, remarks,
	Evaluation Committee’s notes 

	1
	    GENERAL REQUIREMENTS
	 
	 
	 

	 
	The service vehicle shall comply with the relevant regulations in force for service vehicles, where “service vehicle” shall mean a mobile unit for cancer screening which will serve for the collection of biological samples.
	
	
	 

	1.1
	 Regulations and standards
	 
	 
	 

	 
	 The legislation applied for developing the technical specifications:
	
	
	 

	 
	  Law no. 95/2006 on the health sector reform, as subsequently amended andsupplemented.
	
	
	 

	 
	   Order no. 1092/2006 of the Minister of Health authorizing the suppliers for prehospital emergency medical assistance and medical transport.
	
	
	 

	 
	 Order of the Minister of Health no. 1008/2016 for approving the methodological norms for the application of the law number 176/2000 regarding the medical devices, with the subsequent modifications, regarding the approval of the medical technology units.
	
	
	 

	 
	   European Standard EN 1789:1999 regarding medical vehicles and their equipment (adopted as Romanian standard SR EN 1789/2004 and amended in the same year by SR EN 1789/A1), as subsequently amended.
	
	
	 

	 
	  The medical devices shall comply with the Council Directive 93/42/EEC transposed to the Romanian Government Decision no 54/2009 with the amendments brought by the Romanian Government Decision no. 1184/2014 regarding the establishment of the conditions for placing on the market and putting into operation of the medical devices.
	
	
	 

	 
	The medical devices shall meet security standards SR EN 60601 – X (0-48).
	
	
	 

	 
	      The medical devices shall meet security standards regarding electromagnetical compatibility CEN 60601-2 (transposed to SR EN 60601-1-2).
	
	
	 

	 
	   Each medical device shall be accompanied by a declaration of conformity with the Council Directive 93/42/EEC and by a European CE marking certificate. 
	
	
	 

	 
	 Order no. 1009/2016of the Minister of Public on registering medical devices.
	
	
	 

	 
	 All the suppliers and subcontractors shall meet the requirements of the quality standard ISO 9001/2000 (quality management system). 
	
	
	 

	 
	 In order to drive on Romanian public roads, the offered vehicles shall meet the requirements of the Order no. 211/2003 of the Minister of Public Works, Transport and Housing, as subsequently amended and supplemented.  (Technical regulations RNTR 2).
	
	
	 

	 
	    Operating permit issued by the Ministry of Health for the activity of repair, verification and commissioning of the medical devices of the companies that will ensure the maintenance of the respective devices during the warranty and post-warranty (to be presented upon signing the contract).
	
	
	 

	 
	 The service vehicles and the associated equipment shall bear the CE mark.
	
	
	 

	1.2
	 Maximum external dimensions:
	 
	 
	 

	 
	  Length: 6200 mm
	
	
	 

	 
	   Height: 2800mm (measured at net weight and without antenna)
	
	
	 

	 
	    Width: 2500 mm (measured with rearview mirrors included)
	
	
	 

	1.3
	 Turning radius:
	 
	 
	 

	 
	The vehicle's turning radius shall be the one set by the manufacturer.
	
	
	 

	1.4
	 Type of chassis
	 
	 
	 

	 
	     The service vehicle shall be built in one piece, as a van with integrated cabin (added containers or passenger compartments are not allowed) and shall have a technically permissible maximum laden mass of up to 4000 kg.
	
	
	 

	2
	    PERFORMANCE
	 
	 
	 

	2.1
	Engine:
	 
	 
	 

	 
	  Fuel: gasoline/ diesel
	
	
	 

	 
	  European standard: Euro 6
	
	
	 

	 
	Power: minimum 150 HP
	
	
	 

	 
	  Metallic shield under the powertrain, at least in the area of the oil sump.
	
	
	 

	2.2
	 Braking system
	 
	 
	 

	 
	 Servo-assisted, with ABS (anti-lock braking system) and EBD (electronic brakeforce distribution) functions
	
	
	 

	 
	 Front: ventilated  brake discs
	
	
	 

	 
	Back: solid brake discs
	
	
	 

	 
	Steering: Servo-assisted
	
	
	 

	2.3
	 Wheel drive:
	 
	 
	 

	 
	The service vehicle shall have 4x2 wheel drive.
	
	
	 

	 
	 The service vehicle shall have a manual gearbox with 6 forward gears and one reverse gear.
	
	
	 

	 
	 Single-disc dry clutch
	
	
	 

	 
	The service vehicle shall have ASR traction control system and ESP electronic stability program.
	
	
	 

	 
	 The service vehicle shall be delivered with 4 (four) additional wheels (winter tires + rims). 
	
	
	 

	 
	The service vehicle shall be equipped with steel rims and tubeless tires.
	
	
	 

	2.4
	Exterior look:
	 
	 
	 

	 
	  The service vehicle shall be white. 
	
	
	 

	 
	The service vehicle shall be marked with CMYK two colors, turquoise and pink reflective material, according to the pattern proposed by the beneficiary.
	
	
	 

	 
	   The price of the vehicle shall include the marking.
	
	
	 

	2.5
	  Battery and generator
	 
	 
	 

	 
	The construction of the battery and all its connections shall be designed as to prevent any accidental short-circuit.
	 
	 
	 

	 
	 The electrical system of these service vehicles must be able to store a reserve power capacity for restarting the engine. The service vehicle shall have at least one additional (spare) battery installed.
	 
	 
	 

	 
	  Minimum capacity/power (according to EN 1789, as subsequently supplemented and amended):
	 
	 
	 

	 
	-Starting battery: 12 V rated voltage, 80 Ah minimum capacity
	
	
	 

	 
	-Additional battery: 12 V rated voltage, 80 Ah minimum capacity
	
	
	 

	 
	-Power generator: minimum 1.200 W. The generator shall be able to deliver constantly 40 % of the generator's power when the vehicle is not moving.
	
	
	 

	2.6
	  Electrical installation
	 
	 
	 

	 
	  The service vehicle shall be equipped with an external connector, to make possible the charging of the battery (batteries) and of other equipment, of the medical equipment, as well as the heating/cooling of the sample collection compartment.
	 
	 
	 

	 
	 The 220 V connector shall be a male connector and shall be mounted on the outside of the service vehicle, on the driver's side. Two female connectors shall also be delivered, each with a cable attached, at least 25 m long.
	
	
	 

	 
	The 220 V circuit shall be protected by grounding and by a differential fuse, and it shall provide a leak current of no more than 30 mA. 
	
	
	 

	 
	 It shall not be possible to start the engine while it is connected to an external power supply of 220 V.
	
	
	 

	 
	 12 V sockets for medical equipment in the sample collection compartment – at least 2 pcs.
	 
	 
	 

	 
	 12 V sockets in the driver's cabin – at least 2 pcs.
	
	
	 

	 
	  220 V sockets for medical equipment in the sample collection compartment – at least 2 pcs.
	
	
	 

	 
	   All the circuits inside the sample collection compartment shall have built-in automatic fuses and/or separate circuit breakers.
	 
	 
	 

	 
	 The fuses or circuit breakers shall be properly marked, and the function of each circuit shall be easily identifiable. 
	
	
	 

	 
	 There shall be at least two circuits, so that a fault in one circuit does not cut all the lights or all connected medical devices.
	
	
	 

	 
	The wiring shall support more than the maximum load of the fuses or circuit breakers.
	
	
	 

	 
	  The wiring and tubes shall be vibration resistant. 
	
	
	 

	 
	A diagram of the electric circuits is mandatory both in the driver's cabin and in the sample collection compartment.
	
	
	 

	 
	 In case of systems with different voltages, the outlets shall not be interchangeable.
	 
	 
	 

	 
	The electronic system of the service vehicle must contain at least three subsystems, as follows:
	 
	 
	 

	 
	 The basic system for the unequipped vehicle.
	
	
	 

	 
	The supply system for medical devices.
	
	
	 

	 
	The supply system for the sample collection compartment.
	
	
	 

	3
	  BODY OF THE VEHICLE
	 
	 
	 

	3.1
	  Fire security:
	 
	 
	 

	 
	All materials used inside the vehicle should be fire-proof, with a burning rate of no more than 100 mm/min.
	
	
	 

	3.2
	  Driver's cabin: 
	 
	 
	 

	 
	 The cabin shall be equipped with the following:
	
	
	 

	 
	- A system for deicing/demisting the windscreen and the side windows when the service vehicle is stationary or in motion.
	
	
	 

	 
	-       An external windscreen washing system.
	
	
	 

	 
	-       A manual air conditioning control system for ventilation and air conditioning.
	
	
	 

	 
	-       Two sun visors.
	
	
	 

	 
	-       A handle for the attendant, located near the lower corner of the windscreen, and another handle located above the entry door.
	
	
	 

	 
	-       Front, side and curtain airbags for driver and passengers.
	
	
	 

	 
	-       Electric controlled and heated rearview mirrors.
	
	
	 

	 
	-       GPS navigation system.
	
	
	 

	 
	-       Radio-CD or with USB output
	
	
	 

	 
	-       Front electric windows
	
	
	 

	 
	-       Central locking
	
	
	 

	3.3
	  Minimum load capacity:
	 
	 
	 

	 
	Number of seats (except driver): 
	
	
	 

	 
	2 in front or 2-seater banquet with 3-point fastening belts
	
	
	 

	 
	1 mobile stool, in the back space, with rotation possibility and fixing possibility during special vehicle travel  
	
	
	 

	 
	 1 mobile seat with backrest with rotation possibility and fixing possibility during special vehicle travel  
	
	
	 

	 
	 
	
	
	 

	3.4
	  Partition wall
	 
	 
	 

	 
	  A partition wall – separation wall – shall separate the driver's cabin from the sample collection compartment. The partition wall shall be equipped with a sliding window. The window shall allow direct visual contact with the driver. It shall be secured against accidental opening and shall be provided with an opaque blind, in order to ensure the right to privacy. 
	
	
	 

	3.5
	  Openings (doors, windows)
	 
	 
	 

	 
	 The service vehicle shall have at least two entrances/exits:
	
	
	 

	 
	-       one in the back (doors or tailgate). For the tailgate, there shall be a distance of at least 1.900mm from the ground to the tailgate in open position. 
	
	
	 

	 
	-       one opening sideways (sliding door with 2/3 opaque glazing) at the sample collection compartment.
	
	
	 

	 
	All the openings shall be sealed against water infiltration.
	
	
	 

	4
	  SAMPLE COLLECTION COMPARTMENT
	 
	 
	 

	4.1
	  General
	 
	 
	 

	 
	The sample collection compartment shall be designed and manufactured so that to ensure the space necessary for medical devices, especially for the examination table, which must have a stainless steel structure.
	 
	 
	 

	 
	The ceiling, the interior walls and the doors of the sample collection compartment shall be completely covered with washable materials. 
	 
	 
	 

	 
	 The interior of the compartment shall be padded with ABS material. 
	
	
	 

	 
	The service vehicle compartment shall be designed so that at least two persons are able to operate simultaneously in a comfortable upright position; this compartment shall be at least 2000 mm high. 
	
	
	 

	 
	Surface edges must be designed or sealed to prevent the infiltration of fluids. If the floor does not allow fluids to drain, there must be one or more drains, provided with stopper(s). The floor edges at wall level shall be rounded, climbing onto the wall.
	 
	 
	 

	 
	   Open shelves shall be built with rounded edges. Drawers shall be secured against accidental opening. 
	 
	 
	 

	 
	 The service vehicle shall be equipped with one or several handrails, mounted near the access doors.
	 
	 
	 

	 
	  The entrance/exit into/out of the sample collection compartment through the access doors shall be facilitated by installing a metallic ladder/step.
	
	
	 

	 
	  The maintenance equipment (e.g., spare wheel or toolbox) shall not be accessible from the inside of the sample collection compartment.
	 
	 
	 

	 
	Description:
	 
	 
	 

	 
	For the sample collection compartment located towards the back door, the following specifications shall be met:
	
	
	 

	 
	The left wall (on the driver's side) shall be used for fixing the medical equipment – the examination lamp (which can be also positioned above examination table).
	
	
	 

	 
	 The examination table will be fixed on the floor on the left side of the car (on the driver's side). The preferred colors for the examination table is dark blue or claret. If possible, the bench provided with refrigerated space, with lid covered in eco leather, should be close or the same color.
	
	
	 

	 
	The sink for washing the hands will be fitted to the right wall. 
	
	
	 

	 
	  Two containers shall exist, one for clean water, and the other one for dirty or contaminated water, both easily accessible. It shall also have a container for used materials, which can be easily emptied.
	
	
	 

	 
	A folding bench shall be fixed on the lower part of the right wall, and under it a freezer shall be mounted which shall also be used as an annex of the service vehicle installation, functioning at 220 V. 
	
	
	 

	 
	 The bench provided with refrigerated space will have a lid covered in eco leather, ecological leather color preferred dark blue.
	
	
	 

	 
	 The air conditioning unit, operating at 220 V, shall be mounted on the ceiling of the truck.
	
	
	 

	 
	  The front wall (partition wall or separation wall) shall be used for securing the work desk and the storage locker for medical supplies. 
	
	
	 

	 
	 The floor shall be chosen so as to provide adequate adherence for the staff and patient, including when wet; it should be durable and easy to clean.
	
	
	 

	 
	  The interior of the sample collection compartment shall be designed so as to minimize the risk of injury when fully equipped. 
	
	
	 

	4.2
	 Ventilation system:
	 
	 
	 

	 
	 The service vehicle shall have a ventilation system that shall ensure at least 20 replacements of the interior air volume per hour, when the vehicle is not moving.
	
	
	 

	 
	  The system shall have the possibility to introduce and evacuate air into/out of the sample collection compartment. 
	
	
	 

	4.3
	 Heating and cooling systems:
	 
	 
	 

	 
	  In addition to the heating of the driver's compartment, there shall be an independent adjustable air heating system for the biological samples collection compartment. The system shall have 2 separate subsystems: 
	
	
	 

	 
	-       An independent unit heater on gasoline/diesel, which can be operated when the engine is on or off, type-approved and installed according to Directive 2001/56/EC.
	
	
	 

	 
	-       An electric heating radiator that can be operated when the truck is stationary and connected to the 220 V socket.
	
	
	 

	 
	 The subsystems shall be equipped with thermostats, so that the temperature variations do not exceed ± 5° C.
	
	
	 

	 
	   The system configuration shall prevent the exhaust gases from entering the sample collection compartment.
	
	
	 

	 
	  In addition to the heating systems, the vehicle shall have a fully electronic air cooling system, which shall serve the sample collection compartment and shall operate at 220 V.
	
	
	 

	4.4
	  Interior lighting
	 
	 
	 

	 
	 Lighting of the sample collection compartment (balanced natural color light):
	
	
	 

	 
	-       Examination table area: at least 300 lx.
	
	
	 

	 
	-       Surrounding areas: at least 50 lx.
	
	
	 

	5
	  MEDICAL EQUIPMENT AND DEVICES
	 
	 
	 

	5.1
	 Requirements for medical equipment
	 
	 
	 

	 
	General requirements
	 
	 
	 

	 
	  The medical equipment shall be designed so as to be used in the field.
	
	
	 

	 
	   Terminals and electrical are not allowed to be part of the respective equipment’s fixing system.
	
	
	 

	 
	  Electrical security
	
	
	 

	 
	-       All the equipment shall be selected and mounted so that not to damage the power generating equipment. 
	
	
	 

	 
	   User interface
	
	
	 

	 
	-       The buttons, switches, indicators and controls shall be easily accessible and visible. 
	
	
	 

	 
	Medical equipment installation and fixing in sample collection compartment will be ensured by the bidder and the related services costs must be included in the bid price. 
	
	
	 

	5.2
	  Examination table (including for gynecological examinations) – 1 piece
	 
	 
	 

	 
	Technical requirements:
	 
	 
	 

	 
	The system shall meet the standards of the European Community. 
	 
	 
	 

	 
	Examination table with 3 sections and electric adjustment by pedal and 3 motors:
	 
	 
	 

	 
	-          Electrical backrest adjustment between 0 and max. 70 degrees
	
	
	 

	 
	-          Electrical height adjustment between 60 and max. 85 cm
	
	
	 

	 
	-          Electrical Trendelenburg positioning between 0 and max. 12 degrees
	
	
	 

	 
	-          Stainless steel structure
	
	
	 

	 
	-          Removable leg rests
	
	
	 

	 
	-          Mattress of min. 60x160cm, upholstered in synthetic leather
	
	
	 

	 
	-          Adjustable stainless steel handles
	
	
	 

	 
	-          Stainless steel tray
	
	
	 

	 
	-          Paper roll holder
	
	
	 

	 
	-          Load bearing capacity: min. 180kg
	
	
	 

	5.3
	  Examination lamp – 1 piece 
	 
	 
	 

	 
	LED module with minimum energy efficiency class A +
	 
	 
	 

	 
	Light intensity: 60,000 Lux minimum / 0.5 m
	 
	 
	 

	 
	The illuminated surface at a distance of 0.5 m: a minimum of 21 cm
	 
	 
	 

	 
	Adjusting the light intensity at least four steps
	 
	 
	 

	 
	Color Rendering Index (CRI):> 95
	 
	 
	 

	 
	Color temperature approximately 3500K and 4500K
	 
	 
	 

	 
	At least 2 shades of color
	 
	 
	 

	 
	Control panel with positioning on the illumination head 
	 
	 
	 

	 
	The radius of rotation of the treatment head about the axis of 360 minimum
	 
	 
	 

	 
	The support arm with the spring balancing system
	 
	 
	 

	 
	Fixing on the wall bracket with safety
	 
	 
	 

	 
	Components manufactured of antimicrobial material
	 
	 
	 

	 
	Power consumption ≤ 20 W
	 
	 
	 

	 
	System protection: IP20 minimum
	 
	 
	 

	5.4
	 Medical supplies
	 
	 
	 

	 
	- Spliced blades for crop smears – 1000 pieces
	
	
	 

	 
	-       Harvesting brush type "tree" - 1000 pieces
	
	
	 

	 
	-       Sterile surgicall gloves – 1000 pcs
	
	
	 

	 
	-       HB pencils for blades marking – 50 pieces
	
	
	 

	 
	-       Protective surgical masks for the medical staff – 100 pieces
	
	
	 

	 
	-       Protective coats for medical staff – 5 pieces
	
	
	 

	 
	-       Boxes for blades transport, 20 blades / box - 100 pcs
	
	
	 

	 
	-       Containers for storing materials for recycling, according to the legislation and Ministry of Health orders in force 
	
	
	 

	 
	-       Role paper for examining tableprotection – 100 pieces
	
	
	 

	6
	 ACCESSORIES, FURNITURE ITEMS AND OTHER EQUIPMENT 
	 
	 
	 

	6.1
	Laptop(for registration of patients in the mobile unit), 17”display,with licensed operating system and Office type application – 1 piece
	 
	 
	 

	6.2
	Printer, laser technology, single color, A4 to print patients' recommendations and the type of investigation carried aut in the mobile unit- 1 piece


	 
	 
	 

	6.3
	 Fixed office table equipped with lockable cabinets and drawers – 1 piece
	 
	 
	 

	6.4
	 Seat with backrest, mobile (near the office table) height-adjustable and fitted with restraining / quick release system, with possibility of rotation – 1 piece
	 
	 
	 

	6.5
	 Mobile stool for medical staff (in front of the examination table) height-adjustable and fitted with restraining / quick release system and with possibility of rotation  – 1piece 
	 
	 
	 

	6.6
	6.6 Couch provided with refrigeration space, with ecological leather cap that can be used as a seat / bed for the patient – 1 piece
	 
	 
	 

	6.7
	. Mobile stool, for patient, height-adjustable and fitted with restraining / quick release system and with possibility of rotation  -1 piece 
	 
	 
	 

	7
	  COMMERCIAL  WARRANTY
	 
	 
	 

	 
	All the medical equipment shall have a warranty period of at least 24 months from signing the acceptance protocol. 
	
	
	 

	 
	The vehicle shall have a minimum warranty of 24 months or 150000 km, whichever comes first, from signing the acceptance protocol.
	
	
	 

	
	Service, warranty conditions, installation, commissioning, spare parts and supplies, training
	
	
	

	
	1. Service during the warranty period:
	
	
	

	
	– response time : 48 hours from the supplier  notification
	
	
	

	
	2. Installation and commissioning:
	
	
	

	
	– by the supplier at the beneficiry premises
	
	
	

	
	– special installation conditions
	
	
	

	
	Training:
	
	
	

	
	– medical staff (min. 2 person)
	
	
	

	
	– technical staff (min. 1 person)
	
	
	

	8
	 FINAL REQUIREMENTS 
	 
	 
	 

	 
	    - The specific marking shall be made upon delivery, on the bidder's expense.
	
	
	 

	 
	    - The type-approval shall be the responsibility of the bidder, who shall deliver the vehicle with vehicle identity card issued by RAR (Romanian Automotive Register).
	
	
	 

	 
	-       User manual in Romanian 
	
	
	 

	 
	-       Service book and warranty booklet for the service vehicle and for the equipment handed over upon delivery. 
	
	
	 

	 
	-       Furniture items installation and fixing in sample collection compartment will be ensured by the bidder and the related services costs must be included in the bid price
	
	
	 


Tenderers will respond in detail to each technical requirement requested by the Purchaser within this section, indicating whether or not the equipment offered is substantially in line with the respective technical requirement, as well as the reference to the relevant supporting documents where the respective technical information is found.

For all the equipment that is the subject of the present procurement procedure, the technical requirements below are minimum, mandatory requirements, and the offers that will contain equipment with lower technical characteristics will be considered non-responsive.

The offers that will not satisfy completely and correctly the minimum requirements mentioned above will be disqualified.
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