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Manufacturers description of the product

General information of the product

01 Description of the product and manufacturing process

Trade name of the product:

Name:

Product category (see product group
definition):

Masks

Flexible tubes

Bags

Plugs

Syringes

Tubes

Type of product (e.g. anaesthesia
mask, tracheal tube, drainage bag):

Type:

YES

NO

Is the product in accordance with the EU Medical Devices Regulation (2017/745)?

Is the product in accordance with the EU Medicinal Products Directive (2001/83/EC)?

Is the product surface treated?

Are any adhesives used in the product?

Total weight of the product* (g):

* Excluding weight of fluids in dialysis
bags and prefilled syringes

Weight:

02 Halogenated plastics

YES

NO

Does the product contain any halogenated plastics?

03 Halogenated butyl rubber

Does the product contain any halogenated butyl rubber?

04 Natural rubber latex

Does the product contain any natural rubber latex?
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011 Classification of adhesive and surface treatment
012 Classifications of ingoing substances in adhesive and surface treatment
(according to CLP regulation 1272/2008)

If applicable in your internal process for UV-cured acrylates-based adhesives with any classifications in O11:
Is the UV-cured acrylates-based adhesives cured in a closed production system where there is no direct
contact/exposure between worker and the chemical product?

If applicable in your internal process for UV-cured acrylates-based adhesives or UV-cured surface treatment
with photoinitiators with any classifications in O12: Is the chemical product cured in a closed production
system where there is no direct contact/exposure between worker and the chemical product?

If applicable in your internal process for UV-cured acrylates-based adhesives with ingoing substances
classified H317: Is the chemical product cured in a closed production system where there is no direct
contact/exposure between worker and the chemical product?

If applicable in your internal process for hardener in 2-component adhesives classified H317 and/or H334:
Does the 2-component adhesive come into contact with the medicinal solution or the patient during
treatment?

If applicable in your internal process for 2-component adhesives with isocyanates classification H351: Are

the workers exposed during the production of the product?

Are the isocyanates are cured in the finished product?

Is legislation for working environment fulfilled?

Components of the product

In the table below, add information about the different components of the finished product.

Each component should correspond to a component in the flowchart.

Comp | Component Material type Is the Is the Name of

onent | of the (e.g. PP, TPE, | component | compone | manufacturer/supplier of the
code product/trade | silicone) produced nt surface | component and their address
(from name internally or | treated?

flow- externally?

chart)

Weight of
each
material in
the
component

(9)
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Additives in the plastic

In the table below, add information about all additives (e.g. plasticisers, colourants/pigments,
antioxidants) included in the product.

Component | Component of the Additives (chemical name and/or Function
code (from product/trade name CAS No)
flow-chart)

In the event of any changes of the information in this declaration, a new declaration must be
submitted to Nordic Ecolabelling.

Signature of the manufacturer of the product:

Place and date Company name

Responsible person Signature of responsible person

Telephone Email
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