


Joint public procurement tender: 
Medical devices for use in interventional cardiology – stents 

with label ODSTENT-18/2017

Technical specifications for the products of the procurement - stents


General technical requirements (for all stents in all 5 lots):


1. All products have to contain the CE mark. Tenderer has to submit a copy of a valid CE Certificate for every product. Including for the use in acute myocard infarction and diabetes.
2. Tenderer has to submit the EC declaration of conformity for every product he offered. Declaration of conformity has to be submitted in Slovene or English language. 
3. Accurate description of the offered product containing professional and technical information from which the contracting authority can clearly see if the product meets the requirements. The descriptions can be in Slovene or English. 
4. Tenderer has to list the manufacturer, type of the product and the catalogue (reference) number of the product for every product offered.
5. The supplier (tenderer) has to offer the newest version of the stent in each stent category from the manufacturer which he represents.
6. Every supplied product has to contain a visible lot number.
7. Tenderer has to submit catalogue material (in both text and picture) for all products he offered. His bidder documentaction has to contain a table of contents from which the contracting authority/buyer can find the offered products. Catalogue material must be submitted in both paper and electronic form (CD,USB).
8. Required delivery time: in 24 hours of recieveing the order.
9. Tenderer has to provide continued education and training for the users of the products and educate the users about the novelties on the market.  
10. Every tenderer has to submit the results of multicentric randomized controlled trials (RCT) with other stents (BMS and/or DES) with at least 12-month follow up which includes clinical endpoints. These studies have to be published in international journals with impact factor (IF) cited by PubMed. 
11. The trials mentioned under the point n. 10 have to include as a primary endpoint generaly accepted clinical endpoints (MACCE) including cardiac death, myocardial infarction, need for repeat revascularization, stent trombosis and not only angiographic/IVUS documented restenosis. 
12. Stent description has to contain standard information on radial force, flexibility and longitudinal stability.
13. Additional technical requirements for all stents: maximum strut thickness 100 μm. In case of bioresorbable polymers: resorbtion time up to 180 days is allowed.
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