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	PRESS RELEASE


Personal protective equipment and their placing on the market in times of emergency (COVID -19)

(Prague, March 20, 2020) Personal protective equipment (PPE) are harmonised products regulated when placed on the market by the Regulation (EU) 2016/425 of the European Parliament and of the Council on personal protective equipment. These products must normally go through the whole conformity assessment process (with the participation of the so-called notified body – the particular test laboratory), the CE marking must be affixed on these products and Declaration of Conformity must be issued. 

On March 16, 2005, was published in the Official Journal of the EU the Commission Recommendation (EU) 2020/403 of 13 March 2020 on conformity assessment and market surveillance procedures within the context of the COVID-19 threat for personal protective equipment and medical devices. 

Pursuant to Article 7 of the Recommendation it is governed that, „Where market surveillance authorities find that PPE or medical devices ensure an adequate level of health and safety in accordance with the essential requirements laid down in Regulation (EU) 2016/425 or the requirements of Directive 93/42/EEC or Regulation (EU) 2017/745, even though the conformity assessment procedures, including the affixing of CE marking have not been fully finalised according to the harmonised rules, they may authorise the making available of these products on the Union market for a limited period of time and while the necessary procedures are being carried out.“
As is apparent from the above recommendation of the European Commission, it is not currently necessary to require compliance with all formal requirements for the making of PPE on the market. However, this does not mean that it is possible to make PPE available on the market without any limitations and without any control. 

In particular, the person who intends to place PPE on the market must be able to demonstrate (typically in the form of a certificate from a test laboratory) that these products provide an adequate level of health and safety protection in accordance with the elementary requirements laid down in the Regulation (EU) 2016/425 of the European Parliament and of the Council on personal protective equipment. 

Furthermore, the conformity assessment procedure should be initiated at a so-called notified body (test laboratory).
When these conditions are met, products may be made available on the market for a limited period and for the duration of the necessary conformity assessment procedures.
The assessment of particular cases is carried out by the regional inspectorates of the CTIA competent according to the seat of the person who intends to place the particular products on the market.
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