
ANNEX II + III:
 TECHNICAL SPECIFICATIONS + TECHNICAL OFFER
Contract title: Supply of  Medical devices
Publication reference:  CN1 – SO1.2 – SC027
Tender 1/2019
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.
	1.

Item number
	2.

Specifications required
	3.

Specifications offered
	4. 
Notes, remarks, 
ref to documentation
	5.

Evaluation committee’s notes 

	1
	Column scale with wireless data transmission (BMI CALCULATOR)

 Technical Specifications: Below you can find the minimum specifications that the columnscale must bring. It is obvious that offers with better specifications would be accepted. Height Measurement device of high accuracy (mm). To provide also Non-slip rubber mat with heel positioner, backlit display and measuring range rod 30-220 cm. Graduation measuring rod: 1 mm Net weight: up to 6 kg Operation with batteries Wireless transmission of data to wireless printer or topc via USB or to wireless scale with BMI functionality for BMI calculation. To provide Bluetooth connectivity so as to be compatible with integrated platforms of communication and telemedicine. Support for GNU/GPL licenses Data encryption and Protocols https & SSL CE Marked 

Accessories User Manual

 Warranty of good operation and support 2 years warranty. Technicalsupport and (Official statement by the supplier).
	
	
	

	2
	Self-Monitoring of Blood Glucose Systems (Device and Accessories)
Blood Glucose Monitoring System-Device Quantity: One (1) Technical Specifications: Below the minimum requirements that the Blood Glucose Monitoring Device must fulfill. It is obvious that offers with better specifications would be accepted. The Blood Glucose Monitoring Devise must be certified with ISO 15197: 2015 with the stricter performance criteria. The device must test blood glucose in a range of 20-600md/dl,withCV lessthan 5% and to provide the option of data export with Bluetooth or NFC protocol so as to be compatible with integrated platforms of communication and telemedicine. Accessories a. UserManual b.Accessories (BloodGlucoseMonitoringstrips). 600 electrodes-strips for testing blood glucose with the specific device. Teststrips should require small blood volume up to 0,5μL of sample. To provide results within 5 secs with no calibration. Principle of testing should be electrochemistry and the enzyme used should be glucose oxidase.
 The blood glucose monitoring system should be certified with ISO 15197: 2015.
 Warranty of good operationand support 2 years warranty. Technical supportand (Official statement by the supplier).
	 
	
	

	        3
	HbA1c monitoring system and accessories Quantity: One (1) 

Technical Specifications: Below the minimum requirements that the HbA1c monitoring system must fulfill. It is obvious that offers with better specifications would be accepted. Automatic analyzer of multiple tests. To be fast, simple and reliable with lab equivalent test results. To have LCD monitor touch screen. Suitable for testing HbA1c, ACR (Albumin / creatinine ratio), CRP and Lipid Panel in capillary blood. No maintenance should be required with systems preventing the possibility of erroneous results. To have the possibility to reliably transfer test results to an information system. Using the Ethernet cable to interface the analyzer to an information system. To provide connectivity automatically transferring patient and control results to a connected LIS/HIS/EMR system via TCP/ IP networking using the protocols POCT1-A, HL7, ASTM 1381-85 (low level) or ASTM 1394-97 (high level), selectable by configuration. With built-in connectivity the system can communicate with LIS and HIS systems to share and manage data more effectively. To be compatible with integrated platforms of communication and telemedicine. Accessories a. User Manual b. Test Kit for fast HbA1c measurements in capillary sample for six hundred (600) tests that should include the sampling accessories. Testing method should be Boronate affinity, to provide accurate results within 3-4 mins and to be certified by NGSP & IFCC. To be suitable for in-vitro diagnostic use. Warranty of good operation and support 2 years warranty. Technical support (Official statement by the supplier).
	 
	
	

	4
	Electronic Stethoscope Quantity: One (1) 

Technical Specifications: Below the minimum requirements that the electronic stethoscope must fulfill. It is obvious that offers with better specifications would be accepted. To provide Bluetooth connectivity so as to be compatible with integrated platforms of communication and telemedicine. Electronicstethoscope of high-performance suitable for the auscultation of children and adults. Sound amplification can be useful if the heart, lung or body sounds are particularly faint, if the patient is obese, or if the patient’s clothing restricts your listening experience, which makes this stethoscope ideal for diagnostic purposes e.g. in cardiology. Ambient Noise Reduction (ANR) cancels out, on average, 85% of ambient background Noise. With LCD displaying importance information of the operation of the stethoscope. Bluetooth connectivity to easily transfer data to PCs. To operate on a standard AA battery. Accessories User Manual Warranty of good operation and support 2 years warranty. Technical support (Official statement by the supplier).
	
	
	

	5
	ECG 12 channel with monitor Quantity: One (1) 

Technical Specifications: Below the minimum requirements that the ECG must fulfill. It is obvious that offers with better specifications would be accepted. To provide Bluetooth connectivity so as to be compatible with integrated platforms of communication and telemedicine. Operating also with batteries and with alarm light of low battery (yellowlight) Wireless data transfer via Bluetooth Signal Processing HighPassFilter:0.05Hz LowPassFilter:150 Hzwith Baseline Correction. A/DSampling:24 Bit@ 1000Samples/Sec RecordedECGResolution: 500Samples/Sec; 16bit Lead Recording Length: 10sec for each lead Storage Capacity: Single event and Memory Type: Flash Real Time Clock: Time stamp for every event ECG Indicator: Green LED flashes when event is stored in memory Input Amplifier Frequency Response: 0.05 - 150Hz, CMRR Ratio: >90dB (@ 50Hz/60Hz), Input Range: ± 5mV DC Offset Correction: ± 300mV ECG Channel: 8 Leads or 12 Leads Pacemaker Detection: Yes Input Source: 3-wire, detachable patient cable + 4 chest electrodes Patient Cable Electrodes: Disposable or none disposable electrodes No calibration required Support Bluetooth SupportforGNU/GPLlicenses DataencryptionandProtocols https & SSL CE Marked Accessories User Manual Warranty of good operation and support 2 years warranty. Technical support (Official statement by the supplier).
	
	
	

	6
	Spirometer Quantity: One (1) Technical Specifications: Below the minimum requirements that the spirometer must fulfill. It is obvious that offers with better specifications would be accepted. To provide Bluetooth connectivity so as to be compatible with integrated platforms of communication and telemedicine. Memory Capacity up to 10.000 records. Rechargeable battery duration of at least 30 hrs. To perform tests in real time with a wireless connection (Bluetooth®) Simply and clearly to measure SpO2* (saturation) andpulse rate with a plethysmographic curve. Wide array of sensors, adults, children, and infants, including ear sensor. Energy Supply: BatteryLithium 3.7 V, 1100 mA, rechargeable via USB. Connectivity: USB, Bluetooth ® 2.1 BasicParametersthatshouldberecorded: VC, IVC, IC, ERV, FVC, FEV1, FEV1%, PEF, FEF 25-75%, FET, EVOL (ExtrapolatedVolume), ELA (EstimatedLungAge),FEV1/FVC%, DTPEF (tempodisalitaPEF), FEV 0.5, FEV0.5/FVC%, FEV0.75, FEV0.75/FVC%, FEV2,FEV2/FVC%, FEV3, FEV3/FVC%, FEV6, FEV1/FEV6%, FEF25%, FEF50%, FEF75%, FEF 75-85, FIVC, FIV1,FIV1/FIVC%, FIF25%, FIF50%, FIF75%, R50, PIF, IRV, VT (instantvolume), VE (minuteventilation) Oximetry parameters measured Min-Max-Average SpO2, Pulse Rate Range-Media, test duration, T90% [time SpO2 <= 89%], T89% [time SpO2 <= 88%], Total Events SpO2, T40 (time Bradycardia with Frequency pulse 120 BPM) Support Bluetooth 
	
	
	

	
	Support for GNU/GPL licenses Data encryption and Protocols https & SSL CE Marked Accessories User Manual Warranty of good operation and support 2 years warranty. Technical support (Official statement by the supplier)
	
	
	

	7
	Blood pressure monitor device with ankle brachial index(ABI) and inter arm difference determination. Quantity: One (1) 

Technical Specifications: Below the minimum requirements that the pressure monitor device with ABI determination must fulfill. It is obvious that offers with better specifications would be accepted. To provide Bluetooth connectivity so as to be compatible with integrated platforms of communication and telemedicine. ABI - Simultaneous ankle and upper arm measurement to the preferred measurement side in the supine position. Mean Arterial Pressure (MAP) and Pulse Pressure (PP) values displayed during measurement review. Automatic inflation pressure for all modes determined using fuzzy logic technology. Supplied with main unit, 2x std adult cuff (22-32 cm), 2 x large adult cuff (32-42 cm), 1 x std adult ankle cuff (22-32cm), mains adaptor, rechargeable battery pack, serial to USB convertor cable, Analyzer software cd and full instructions. Support Bluetooth Support for GNU/GPL licenses Data encryption and Protocols https & SSL CE Marked Accessories User Manual Warranty of good operation and support 2 years warranty. Technical support (Official statement by the supplier).
	
	
	

	8
	Foot Scanner Quantity: One (1)

 Technical Specifications: Below the minimum requirements that the foot scanner must fulfill. It is obvious that offers with better specifications would be accepted. To provide Bluetooth connectivity so as to be compatible with integrated platforms of communication and telemedicine. Foot Scanner for assessment, diagnosis,prevention and treatment method, through lower extremity data analysis. Theanalysis should be based on data from thousand sensors, connected to a computer providingabsolutely accurate information aiming at the creation of individual, custom-madeorthotic insoles. The Foot scan provides information regarding high stress regions ofthe Foot, as well as the distribution and timings of the stresses, the pressure points,the body center of mass, and a full gait analysis. The device should be portable with static and dynamic foot examination. Support Bluetooth Support for GNU/GPL licenses Data encryption and Protocols https & SSL CE Marked Accessories User Manual Warranty of good operation and support 2 years warranty. Technical support (Official statement by the supplier).
	
	
	

	9
	Advanced Glycated End-Products Monitoring Device (AGEREADER) Quantity: One (1) 

Technical Specifications: Below the minimum requirements that the AGEs Reader must fulfill. It is obvious that offers with better specifications would be accepted. To provide Bluetooth connectivity so as to be compatible with integrated platforms of communication and telemedicine. Testing of Advanced Glycated End-Products in a non-invasive way, painlessly for cardiovascular risk assessment. The AGE Reader should measure tissue accumulation of Advanced GlycationEnd-products (AGEs) by meansof fluorescence techniques(skin auto fluorescence (skin AF)). CE marked. LCDMonitor. Memory capacity at least 200 measurements. PC software connectivity for data transfer and printing options. Literature publications at least 100 in solid and valued scientific journals related to the device. Data Transfer Option Support Bluetooth Support for GNU/GPL licenses Data encryption and Protocols https & SSL CE Marked Accessories User Manual Warranty of good operation and support 2 years warranty. Technical support (Official statement by the supplier).
	
	
	

	       10
	Non Mydriatic Retinal Camera Quantity: One (1)

 Technical Specifications: Below the minimum requirements that the Non Mydriatic Retinal Camera must fulfill. It is obvious that offers with better specifications would be accepted. To provide Bluetooth connectivity so as to be compatible with integrated platforms of communication and telemedicine. To operate in full automatic mode for ease of use with alignment, focusing, shooting and movement between right eye and left eye to be operated automatically. For stereo photography mode automatic alignment. With high sensitivity and low flash reducing patient’s stress. To incorporate fixation targets: the Traditional 3 fixation targets (Disc, Center and Macula) as well as the 9 fixation targets forperipheral photography. To have a software for image and data capturing, processing and storing. Convenient for mobile stations even with no network. Support for GNU/GPL licenses Data encryption and Protocols https & SSL CE Marked Accessories User Manual Warranty of good operation and support 2 years warranty. Technical support (Official statement by the supplier).
	
	
	

	11
	Pulse Oximeter Finger Pulse Blood OxygenSPO2 Monitor Quantity: One (1) Technical Specifications: Below the minimum requirements that the Pulse Oximeter must fulfill. It is obvious that offers with better specifications would be accepted. To provide Bluetooth connectivity so as to be compatible with integrated platforms of communication and telemedicine. Painless SpO2 saturation monitoring device and pulse rate detector. LED color display of high definition operating with batteries with autonomy of 40 hours. Low energy automode. Wireless data transfer in real time and to provide the option of connectivity with external devices. Range of measurements at least 60-99% Support for GNU/GPL licenses Data encryption and Protocols https & SSL CE Marked Accessories User Manual Warranty of good operation and support 2 years warranty. Technical support (Official statement by the supplier).
	
	
	

	12
	Wireless Scale Quantity: One (1) Technical Specifications: Below the minimum requirements that the Wireless Scale must fulfill. It is obvious that offers with better specifications would be accepted. To provide Bluetooth connectivity so as to be compatible with integrated platforms of communication and telemedicine. To allow to: - measure weight, BMI (Body Mass Index), lean, bone, muscle, water mass body fat and visceral fat rating - estimate daily caloric intake - display room temperature and humidity - track data, graphs and history - store unlimited measurements - share patient’s medical data with his/her healthcare professional or family Wi-Fi Sync, easy installation. Secure and free data storage. Weight Range: 5 - 180 kg&FatRange: 5% - 65% Body Fluids Range: 20% - 85%&Abdomen Fat Range: 1 – 59 DCI (DailyCaloriesIntake): ±200 kcal Set in kg/lb. Support for GNU/GPL licenses Data encryption and Protocols https & SSL CE Marked Accessories User Manual Warranty of good operation and support 2 years warranty. Technical support (Official statement by the supplier).
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