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Contracting Authority's Clarification No.1
Supply of Digitalization and integration of patients monitoring system in ICU 
Ref.no. 3955
The following table contains the answers to questions received by potential tenderers to the functional e-mail address: info@bolnicabar.me 
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	Selection criteria / 2) professional capacity:
Please clarify the registration requirements for the offered medical devices. In particular, will medical devices that are not registered with the Institute for Medicines and Medical Devices of Montenegro be considered acceptable if they are legally marketed in the European Union or other recognised countries? If yes, please specify the required supporting documentation.

	A1
	Exceptionally, if none of the bidders whose bids were assessed as correct, offer a medical device that is registered at the Institute for Medicines and Medical Devices of Montenegro, bids from bidders offering a medical device that is not registered at the Institute for Medicines and Medical Devices of Montenegro will also be considered, if the offered medical device is registered in the countries of the European Union, the USA, Canada, Switzerland, Norway and the countries of the former Yugoslavia, for which the following documentation must be submitted: a. CE mark depending on the class; b. ISO 13485 quality system certificate; c. Declaration of conformity; d. Proof that the medical device is on the market in the country of the manufacturer.
Items that are not medical devices:
-Nightstand
-Hospital Nightstand 
-Patient Bed warmed
-Compression device 
The bidder is obliged to submit the authorization of the manufacturer of medical equipment that authorizes them to offer their equipment in the subject procurement procedure. If the authorization of the manufacturer is not direct, the bidder is obliged to submit evidence of the connection between the issuer of the authorization and the manufacturer for the following medical devices:
- Bed for semi intensive care
- Transport ventilator
- Defibrillator
- ECG machine
-  Infusion stand
- Infusion pump
- Syringe pump
- Blood warmer and infusion
- Electroencephalograph
- EMG device
- Patient monitor
- Central Monitor
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