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Introduction
This criteria document forms general criteria for medical-technical equipment. The environmental criteria cover requirements that an environmental fee for environmentally hazardous batteries is paid, that producer responsibility for packaging, as well as for electrical and electronic products, is fulfilled. The reason for these legal requirements being highlighted is that the observance and knowledge of them has been assessed as being low. For this reason it is important that procurement personnel assure themselves that the tenderer meets these legal requirements. The requirements are minimum requirements. Development of specific criteria for medical-technical equipment is in progress, as other requirements are also being included, with regard to the content of dangerous substances and resource/media consumption for example. Criteria are available for dialysis, EKG, defibrillators and diathermy, and shortly for anaesthetics and intensive care.
Scope
This criteria document covers general criteria for medical-technical equipment. For more specific criteria, see www.msr.se/kriterier/sjukvard
This is how the criteria in the document are used
The criteria in this document were developed after broad consultation with various interest groups and with a unified perspective from the environmental point of view. The purpose is to assist procurement organisations in imposing relevant environmental requirements for this type of product. The document is not intended to be used as a ready-made attachment that can be sent out together with tender documentation. Instead, use the criterion or the criteria/levels that suit your requirements and your goals. An award criterion can possibly be made into a mandatory requirement or vice versa, if this is desirable (however, be aware of the effects this can have on the market). Users must adapt the layout and text, etc. to their own formats and delete those portions of the document that are not relevant for inclusion in tender documentation. It is also important to indicate how the tenderer should respond to the criteria and what verification (certification) should be submitted (possibly your own reply form).
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A.    Mandatory supplier requirements
The tender must state that the tenderer meets all requirements in part A in order for the tender to be accepted.
A.1.    Producer responsibility for electrical/electronic products
The tender must state that the tenderer meets all requirements for producer responsibility for electrical and electronic products in accordance with regulation (2005:209) with amendments, for the offered products. This can be demonstrated by the tenderer or the tenderer's upstream supplier being associated with the El-Krets organisation or by having a functional system in-house. The tenderer or the tenderer's upstream supplier must be registered with the Swedish Environmental Protection Agency's EE registry.
A.2.    Producer's responsibility for packaging
The tender must state that the tenderer fulfils requirements for producer responsibility for packaging in accordance with regulation (2006:1273) as amended
, for the offered products. The producer fulfils this requirement for the offered product by means of the tenderer or tenderer's upstream supplier being in the REPA register or the equivalent, or by having an in-house system in operation
.
B.    Mandatory requirements for the product
The tender must state that the tenderer meets all requirements in part B for the tender to be accepted.
B.1.    Environmental fee for environmentally hazardous batteries
 
The tenderer must confirm that the environmental fee has been paid on environmentally hazardous batteries included in the equipment in conformity with the battery regulation (SFS 1997:645) with latest amendment.
Verification of requirements and criteria (A – B)
Verifications, that is, proof that the requirements and criteria imposed have been fulfilled, are required to be submitted with the tender, but may also be requested in a follow-up. Verification/certification can be issued at various levels and must be traceable to the products being procured. The safest and most reliable are third-party verifications and it is possible to request such verifications from tenderers/suppliers. Otherwise a self-declaration or a company certification, for example, may be sufficient. The market analysis should contain an investigation of what types of verifications are most used in the industry in question.
A verification can be a third-party verification, for example, environmental labelling in conformance with ISO 14024, certification in conformance with the ISO 14001 environmental management system or EPD in conformance with ISO 14025. Other examples of verifications are second-party verifications or self-declarations from a quality or monitoring system, supply contract, etc., declarations in conformity with ISO 14021 or equivalent forms of verification.
Proposals for verification for A: Mandatory requirements for the supplier
A.1 Verification
Certificate of adhesion with the El-Krets organisation or by a functioning in-house system. A suitable system for a meeting producer responsibility implies that the tenderer or tenderer's upstream supplier informs customers of their responsibility for accepting worn-out products, processing the products received in an environmentally responsible way and providing information on content required for proper environmental disposal, amongst other things.
The review shall include, at a minimum:
1. A description of collection procedures
2. Where, by whom and how the collected material is processed. Indicate what type of environmental or quality procedures are applied and, where applicable, that permission is obtained/notification provided in accordance with the Environmental Code
For information concerning producer responsibility for electronics and what products are included see: www.el-kretsen.se/. In order to check that the tenderer or tenderer's upstream supplier is registered in the Environmental Protection Agency's EE registry, see the list of registered companies at: www.naturvardsverket.se/eeregistret
A.2 Verification
Certificate of adhesion with the REPA registry and/or Swedish Glass Recycling or description of an in-house system for producer responsibility. In order to assess whether an in-house system for producer responsibility is acceptable, see Waste Council Criteria for suitable collection systems, Attachment 6 in report 5648 on the Swedish Environmental Protection Agency's home page: www.naturvardsverket.se/Documents/publikationer
Proposals for verification for B: Mandatory requirements on goods
B.1 Verification
Upon request the tenderer/supplier must be able to confirm that the environmental fee has been paid to the Environmental Protection Agency for environmentally hazardous batteries. Contact the Environmental Protection Agency (tel.: +46 (0)8 698 10 00) to check that the tenderer/supplier has paid the fee in accordance with SFS 1997:645.
Application instructions and information regarding the criteria
Mandatory supplier requirements
These proposals for requirements are associated with the technical ability and capacity that the tenderer must have in order to be able to carry out the contract with the environmental requirements that are suggested in this document and to fulfil relevant environmental legislation.
Mandatory requirements for the product (goods)
These proposals for requirements set a lowest acceptable level of environmental performance.
Award criteria
These proposals for award criteria constitute a higher level of environmental performance than the mandatory requirements. 
Evaluation criteria can only be used when applying the "economically most advantageous bid" evaluation model. Award criteria should be weighted in relation to each other (applies as the main rule for procurements over the threshold values), and each criterion graded. Adjust the grading to your own evaluation model, own point scale, etc. From the environmental point of view it is important that environmental considerations be weighted as highly as possible in the procurement.
If the "lowest price" model is used, only the mandatory requirements can be imposed, that is, delete part C.
Follow-up 
Follow-up on completed contracts is important in order to ensure that the products fulfil the requirements imposed during the period of contract. Follow-up can be carried out by requesting various forms of verification or by monitoring the products delivered.
Reasoning behind the criteria
A.1 Producer responsibility for electrical/electronic products
The regulation regarding producer responsibility for electrical and electronic products (SFS 2000:208) entered into force on 1 July 2001. Producer responsibility means that the company that sells a product is obliged to arrange for the product to be dealt with when it is worn out. The law states, amongst other things, that the consumer is entitled to return, without cost, an old product in connection with the purchase of a new one, and to ensure that it is processed in a special environmentally-appropriate way. This means that if a customer buys a new TV, he/she can return an old TV, no matter what brand. Producer responsibility applies to those electrical and electronic products that are listed in an attachment to the regulation. Generally, this includes goods used in households, in offices, in medical technology and laboratories. On the other hand, it does not include equipment permanently installed in a building or vehicles, for example. Refrigerators and freezers are also not included because the municipality is responsible for these (Swedish Waste Act 2001:1063).
More information at www.el-kretsen.se and www.elretur.se.
A.2 Producer responsibility for packaging
Regulations concerning producer responsibility for packaging have been in force since 1 October 1994. The Swedish regulations are based upon common EC directives. All companies which produce, sell or import packaging or packaged products are responsible that the packaging is collected and recycled. This responsibility is normally fulfilled by means of the companies associating themselves with the producer responsibility organisations formed by the business sector. However, there is a lack of knowledge about this obligation, which is why it can be beneficial to draw attention to it in the procurement documentation. For further information regarding producer responsibility for packaging: www.repa.se 
B.1 Environmental fee for environmentally hazardous batteries
In accordance with the battery regulation (SFS regulation 1997:645) a fee will be collected from those who are in the business of dealing in or importing batteries. This responsibility also applies to those who commercially manufacture or import into Sweden products containing environmentally hazardous batteries. However, there is a lack of knowledge about this obligation, which is why it can be beneficial to draw attention to it in the procurement documentation.
For more information on environmentally hazardous batteries, see: www.naturvardsverket.se
Version history
Version 1.0 
First version.
Version 1.1 2006-08-04
Version 1.2 2007-11-16
Changes in layout, no changes with respect to the requirements.
� Most recent amendment by directive 2004/12/EC


� This requirement applies to the producer according to legislation, i.e. the manufacturer, Swedish importer or seller of packaging or a product contained in such packaging.


� Environmental fee for environmentally hazardous batteries (in accordance with definition in Directive 2006/66/EC with amendments) must be paid for all batteries, including batteries permanently installed in equipment/apparatus.
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