
Directive 98/79/EC of the European Parliament and of the Council of 27 October...
ANNEX I
Document Generated: 2023-08-28

1

Status: EU Directives are being published on this site to aid cross referencing from UK legislation. After
IP completion day (31 December 2020 11pm) no further amendments will be applied to this version.

ANNEX I

ESSENTIAL REQUIREMENTS
A.GENERAL REQUIREMENTS

4. The characteristics and performances referred to in sections 1 and 3 must not be
adversely affected to such a degree that the health or the safety of the patient or the
user and, where applicable, of other persons, are compromised during the lifetime
of the device as indicated by the manufacturer, when the device is subjected to the
stresses which can occur during normal conditions of use. When no lifetime is stated,
the same applies for the lifetime reasonably to be expected of a device of that kind,
having regard to the intended purpose and the anticipated use of the device.


